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REPORT OF ANALYSIS No. L13764/22/JSHR
Client Sample description (according to dedaration of Client)
ECOCHIM-GRUP SRL DEZINFECTANT UNIVERSAL BIO-DEZ
OR. OTACI, STR. VOITOVICI 21
2059 CHISINAU Lot/Batch: -
Production date: 28.01.2022
Expiration date: 28.01.2025
Sampling date: -
Digitally signed by Poiata Cristian Sampling quantity: 2 PCS X 1000 ML
Date: 2024.03.26 15:01:29 EET Sample temperature: 15°C
Reason: MoldSign Signature :
Location: Moldova Reception hour: 13:30
Responsible for sampling: CRESTINOV ALEXANDR
Sample received: 2022-02-10 Sample condition with no objections
Analysis completed
(the )t(iate of ppi;rfonnance of the laboratory activity): POEZAR-23 Order of 2022-02-09
Report dated: 2022-03-23 The samples were delivered by Client
Test Method Unit Result

* Quantitative suspension test for the
evaluation of bactericidal activity of
chemical disinfectants and antiseptics®

PN-EN 1276:2019-12
)

Product diluted to 80% and 50%, shows
bactericidal activity at 60 seconds, 20°C,
in dirty conditions (3,0g/L bovine
albumin) at reference strains:
Pseudomonas aeruginosa ATCC 15442,
Escherichia coli ATCC 10536,
Staphylococcus aureus ATCC 6538,
Enterococcus hirae ATCC 10541.

Quantitative suspension test for the
evaluation of fungicidal or yeasticidal
activity of chemical disinfectants and
antiseptics®’

PN-EN 1650:2008+A1:2013-08

Product diluted to 80% shows fungicidal
activity at 60 seconds, 20°C, in dirty
conditions (3,0g/L bovine albumin) at
reference strains: Candida albicans ATCC
10231 and Aspergillus brasiliensis ATCC
16404,

Product diluted to 50% shows yeasticidal
activity at 60 seconds, 20°C, in dirty
conditions (3,0g/L bovine albumin) at
reference strain: Candida albicans ATCC
10231. Product diluted to 50% does not
show fungicidal activity at 60 seconds,
20°C, in dirty conditions (3,0g/L bovine
albumin) at reference strain: Aspergillus
brasiliensis ATCC 16404,

Y The results of the analysis in attachment No 1 to the report of analysis.

¥ The results of the analysis in attachment No 2 to the report of analysis.

THE END OF THE REPORT

Authorized by: Sylwia Zietek, Analyst Specialist, Cosmetics Microbiology Laboratory
Approved by: Hanna Wachowska, Laboratory Director (Approved with electronic signature)

Laboratory: Tychy 43-100, Gozdzikow 1

The results relate to the analysed samples only, Unless otherwise specified given expanded measurement uncertainty was estimated for the coverage factor k=2 at 95% confidence level. Sampling uncertainty
has not been taken into consideration. Unless otherwise specified when conformity is stated J.5. Hamilton Poland Sp. z 0.0, applies the simple acceptance decision rule in accordance with ILAC-G8:09,/2019, This
Report cannot be reproduced partially without a prior written consent of .5, Hamilton Poland Sp. z 0.0, Responsibility of 1.5, Hamilton Poland Sp. z o.0. is restricted exclusively to the results and statements
presented in original copy of the Report. The service confirmed by this Report is subject to the General Terms and Conditions of Services of 1.5, Hamilton Poland Sp. z 0.0. published on www.hamiltoncom.pl

* Test method accredited; # Test performed by external provider

Page 1/1

Form PO-10/02a of 20.01.2020

J.S. HAMILTON POLAND Sp. z o.0.

TESTING LABORATORY

ul. Chwaszczynska 180, 81-571 Gdynia, Poland, tel. +48 58 766 99 00




HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. L13764/22/JSHR

A) IDENTIFICATION OF THE SAMPLE

DEZINFECTANT UNIVERSAL BIO-DEZ

Lot/Batch: -

Production date: 28.01.2022

Expiration date: 28.01.2025

Name of the product Sampling date: -

Sampling quantity: 2 PCS X 1000 ML

Sample temperature: 15°C

Reception hour: 13:30

Responsible for sampling: CRESTINOV ALEXANDR

Ethyl alcool 72-76% CAS 64-17-5 CE 200-578-6

Active substance Benzalkonium chloride 0,024-0,029% CAS 68424-85-1 CE 270-325-2
Methylthioninium chloride 0,00024% CAS 61-73-4 CE 200-515-2
Aspect of the received product Blue liquid in plastic clear container

B) TEST METHOD AND ITS VALIDATION-

PN-EN 1276:2019-12

Chemical disinfectants and antiseptics — Quantitative suspension test for the
Method evaluation of bactericidal activity of chemical disinfectants and antiseptics
used in food, industrial, domestic and institutional areas — Test method and
requirements (phase 2, step 1)

Neutralizer Sodium thiosulphate 3 g/, polysorbate 80 30 g/I, lecithin 3 g/I

C) EXPERIMENTAL CONDITIONS

Product test concentrations (%V/V) | 0,01%, 50%, 80%

Aspect of product dilutions 80% and 50% blueish; 0,01% colourless
Test temperature 20°C

Contact time 60 seconds

Interfering substance Dirty conditions: 3,0 g/l bovine albumin
Product diluent Sterile hard water

Stability of the mixture (interfering

substance and diluted product in Stable

sterile hard water)

Temperature of incubation 37+1°C

Escherichia coli ATCC 10536
Identification of the bacterial and Pseudomonas aeruginosa ATCC 15442
fungal strains used: Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541

All controls and validation were between the basic limits.

At least one concentration showed a log reduction lower than 5 log.
Special remarks At least one concentration showed a log reduction higher than 5 log.

No precipitate formed during the test procedure (the test mixtures were
homogeneous).

Date: 23.03.2022

Authorized by: Sylwia Zietek, Analyst Specialist, Cosmetics Microbiology Laboratory
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of J.S. Hamilton Poland Sp. z o.0.
Responsibility of J.S. Hamilton Poland Sp. z o0.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.
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ul. Chwaszczynska 180, 81-571 Gdynia, POLAND tel. +48 58 766 99 00



Sl HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. L13764/22/3JSHR

TABLE 1. RESULTS OF THE TEST FOR BACTERICIDAL ACTIWITY OF THE PRODUCT

INTERFERING SUBSTANCE: 3,0 g/l BOVINE ALBUMIN - DIRTY CONDITIONS

CONTACT TIME: 60 seconds
TEST TEMPERATURE: 20°C

PRODUCT TEST CONCENTRATIONS: 0,01%, 50%, 80%

TEST ORGANISM VALIDATION
VALIDATION SUSPENSION VALIDATION A VALIDATION B VALIDATION C
VC1 VG2 Nv Nvo VC1 VC2 A VC1 VG2 B VC1 VC1 9]
Escherichia coli ATCC 10536 115 119 1170 117 88 85 87| 77 71 74 63 66 65|
Staphylococcus aures ATCC 6538 121 128 1245 125 91 82 87| 69 66 68 65 62 64
Pseudomonas aeruginosa ATCC 15442 114 106 1100 110 77 76 77 63 61 62 55 59 57
Enetrococcus hirae ATCC 10541 132 141 1365 137 85 81 83| 71 75 73 68 71 70|
criteria 300= Nv = 1600 30< NvO = 160 A>0,5*N,, acceptable B 20,5*N,; acceptable C 20,5*N,; acceptable
TEST ORGANISM TEST SUSPENSION
-6 -6 -7 -7 N IgN No IgN,
Escherichia coli ATCC 10536 192 199 18 17| 1,9e+08 8,29 1,9E+07| 7,29
Staphylococcus aures ATCC 6538 169 166 15 16|  1,7E+08 8,22 1,7E+07| 7,22
Pseudomonas aeruginosa ATCC 15442 184 188 18| 19|  1,9E+08 8,27 1,9E+07| 7,27
Enetrococcus hirae ATCC 10541 174 182 17 18[  1,8E+08 8,25 1,8E+07] 7,25
criteria 1,5*10°<sN <510° 817 <logN < 8,70 1,5*107 N, <5*107 7,17 < logN, < 7,70
TEST ORGANISM 0,01% | 50% 80%
N VCi1 VG2 Na Ig Na IgR [vet VG2 Na Ig Na IgR el VC2 Na Ig Na IgR
Escherichia coli ATCC 10536 1,9E+08| >330 >330 >3300 >3,52) <3,75] 0 0 <140| <2,15 >5,14 0 0 <140 <2,15 >5,14
Staphylococcus aures ATCC 6538 1,7E+08| >330 >330 >3300 >3,52) <3,67| 0 0 <140| <215 >5,07 0 0 <140 <2,15] >5,07
Pseudomonas aeruginosa ATCC 15442 1,9E+08| >330 >330 >3300 >3,52] <3,77| 0 0 <140 <2,15] >5,12 0 0 <140 <2,15 >5,12]
Enetrococcus hirae ATCC 10541 1,8E+08| >330 >330 >3300) >3,52] <3,74] 16 17 165 2,22, 5,03| 0 0 <140 <2,15 >5,10!
criteria IgR25

Vc- number of cfu/ ml (one or two plates)
Nv- validation suspension

Nvo- Nv/10

A- validation of test conditions

B- neutralizer validation

C- validation dilution-neutralization

N- test suspension

No- N/10

Na- number of microorganisms cfu/ml in the test suspension

R- reduction No/Na
Ig- logarithm 10

Date: 23.03.2022

Authorized by: Sylwia Zietek, Analyst Specialist, Cosmetics Microbiology Laboratory
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of J.S. Hamilton Poland Sp. z 0.0. Responsibility of J.S. Hamilton
Poland Sp. z o.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.
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HAMILTON

ENCLOSURE No. 2 TO REPORT OF ANALYSIS NO. L13764/22/JSHR

A) IDENTIFICATION OF THE SAMPLE

Name of the product DEZINFECTANT UNIVERSAL BIO-DEZ

Lot/Batch: -

Production date: 28.01.2022

Expiration date: 28.01.2025

Sampling date: -

Sampling quantity: 2 PCS X 1000 ML

Sample temperature: 15°C

Reception hour: 13:30

Responsible for sampling: CRESTINOV ALEXANDR

Active substance Ethyl alcool 72-76% CAS 64-17-5 CE 200-578-6
Benzalkonium chloride 0,024-0,029% CAS 68424-85-1 CE 270-325-2
Methylthioninium chloride 0,00024% CAS 61-73-4 CE 200-515-2

Aspect of the received Blue liquid in plastic clear container
product

B) TEST METHOD AND ITS VALIDATION

PN-EN 1650:2019-12 - Chemical disinfectants and antiseptics — Quantitative
suspension test for the evaluation of fungicidal or yeasticidal activity of chemical
disinfectants and antiseptics used in food, industrial, domestic and institutional areas
— Test method and requirements (phase 2, step 1)

Neutralizer Polisorbate 80- 30 g/I, saponin- 30 g/I, lecithin 3g/I

C) EXPERIMENTAL CONDITIONS

Product test concentrations | 0,01%, 50%, 80%

Aspect of product dilutions | 80% and 50% blueish; 0,01% colourless

Test temperature 20°C

Contact time 60 seconds

Interfering substances Dirty conditions: 3,0 g/l bovine albumin
Product diluent Sterile hard water

Stability of the mixture
(interfering substance and
diluted product in sterile
hard water)

Stable

Temperature of incubation | 30°C+1°C

Identification of the Candida albicans ATCC 10231

bacterial and fungal strains | Aspergillus brasiliensis ATCC 16404

used

Special remarks All controls and validation were between the basic limits.

At least one concentration showed a log reduction lower than 5 log.
At least one concentration showed a log reduction higher than 5 log.
No precipitate formed during the test procedure (the test mixtures were homogeneous).

Date: 23.03.2022

Authorized by: Sylwia Zietek, Analyst Specialist, Cosmetics Microbiology Laboratory
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of J.S. Hamilton Poland Sp. z o.0.
Responsibility of J.S. Hamilton Poland Sp. z o.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.
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ENCLOSURE No. 2 TO REPORT OF ANALYSIS NO. L13764/22/JSHR

TABLE 1. RESULTS OF THE TEST FOR BACTERICIDAL ACTIWITY OF THE PRODUCT

INTERFERING SUBSTANCE: 3,0 g/l BOVINE ALBUMIN - DIRTY CONDITIONS

CONTACT TIME: 60 seconds
TEST TEMPERATURE: 20°C

PRODUCT TEST CONCENTRATIONS: 0,01%, 50%, 80%

TEST ORGANISM VALIDATION
VALIDATION SUSPENSION VALIDATION A VALIDATION B VALIDATION C
VC1 VC2 Nv Nvy VC1 VC2 A VC1 VC2 B VC1 VC1 C
Candida albicans ATCC 10231 126 121 1235 124 92 85 89 79 75 77 73 66 70
Aspergillus brasiliensis ATCC 16404 115 118 1165 117 88 83 86 81 72 77 71 78 75
criteria 300<N,<1600 30<N,,<160 acceptable A20,5*N,, acceptable |B 20,5*N,o acceptable C 20,5*N,o acceptable
TEST ORGANISM TEST SUSPENSION
-5 -5 -6 -6 N igN N, Ig No
Candida albicans ATCC 10231 189 192 18 19| 1,9E+07 7,28 1,9E+06 6,28
Aspergillus brasiliensis ATCC 16404 >165 >165 21 22| 2,2E+07 7,33 2,2E+06 6,33
1,5*10’< N < 5*107 acceptable 1,5410°< N, < 5*10° acceptable
criteria 7,17<IgN < 7,70 acceptable 6,17 <Ig Ny < 6,70 acceptable
TEST ORGANISM N 0,01% 50% 80%
VC1 VC2 Na Ig Na lgR VC1 VC2 Na Ig Na g R VC1 VC2 Na Ig Na IgR
Candida albicans ATCC 10231 1,9E+07| >330 >330 >3300 >3,52 <2,76 0 0 <140 <2,15 >4,13 0 0 <140 <2,15 >4,13
Aspergillus brasiliensis ATCC 16404 2,2E+07| >165 >165 >1650 >3,22 <3,11 >165 >165 >1650 >3,22 <3,11 2 5 <140 <2,15 >4,18
criteria IgR24

Vc- number of cfu/ ml (one or two plates)
Nv- validation suspension

Nvo- Nv/10

A- validation of test conditions

B- neutralizer validation

C- validation dilution-neutralization

N- test suspension

No- N/10

Na- number of microorganisms cfu/ml in the test suspension

R- reduction No/Na
Ig- logarithm 10

Date: 23.03.2022

Authorized by: Sylwia Zietek, Analyst Specialist, Cosmetics Microbiology Laboratory
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of J.S. Hamilton Poland Sp. z 0.0. Responsibility of J.S. Hamilton
Poland Sp. z o0.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.
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REPORT OF ANALYSIS No. 136987/21/JSHR/Z2
Replaces Report of Analysis No. 136987/21/JSHR of 2021-04-14

Client

ECOCHIM-GRUP SRL
OR. OTACI, STR. VOITOVICI 21

2059 CHISINAU

Sample description (according to declaration of Client)
DEZINFECTANT UNIVERSAL "BIO-DEZ"

Sample quantity: 2 pesx 1L

Production date: 26.01.2021

Expiration date: 26.01.2024

Sampling date: 22.02.2021

Sample temperature: 15°C

Reception hour: 15:00

Responsible for sampling: Crestinov Alexandr

Sample received: 2021-03-18 Sample condition with no objections

Analysis completed

{the date of performance of the laboratory activity): AUEL-AA14 Order of 2021-03-09

Report dated: 2021-07-27 The samples were delivered by Client

Test Method Unit Result

* Chemical disinfectants and antiseptics -
Hygienic handrub - Test method and
requirements (phase 2, step 2)”

PN-EN 1500:2013-07

The preparation has bactericidal effect
against transient microorganisms used in
the hygienic procedure of hand
disinfection - a single rubbing of 3ml of
the preparation for 60 seconds.

Y The results of the analysis in attachment No 1 to the report of analysis.

Identification of the change: test result

Authorized by:

THE END OF THE REPORT

Approved by: Hanna Wachowska, Laboratory Director (Approved with electronic signature)

Laboratory: Tychy 43-100, Gozdzikow 1

The results relate to the analysed samples only, Unless otherwise specified given expanded measurement uncertainty was estimated for the coverage factor k=2 at 95% confidence level. Sampling uncertainty
has not been taken into consideration. Unless otherwise specified when conformity is stated J.5. Hamilton Poland Sp. z 0.0, applies the simple acceptance decision rule in accordance with ILAC-G8:09,/2019, This
Report cannot be reproduced partially without a prior written consent of .5, Hamilton Poland Sp. z 0.0, Responsibility of 1.5, Hamilton Poland Sp. z o.0. is restricted exclusively to the results and statements
presented in original copy of the Report. The service confirmed by this Report is subject to the General Terms and Conditions of Services of 1.5, Hamilton Poland Sp. z 0.0. published on www.hamiltoncom.pl

*Test method accredited, # Test performed by external provider Page 1/1 Form PO-10/02a of 20.01.2020
Ly AR
TESTING LABORATORY

ul. Chwaszczynska 180, 81-571 Gdynia, Poland, tel. +48 58 766 99 00




HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 136987/21/JSHR/Z2

A) IDENTYFICATION OF THE SAMPLE:

Name of the product DEZINFECTANT UNIVERSAL "BIO-DEZ"

Sample quantity: 2 pcsx 1 L

Production date: 26.01.2021

Expiration date: 26.01.2024

Sampling date: 22.02.2021

Sample temperature: 15°C

Reception hour: 15:00

Responsible for sampling: Crestinov Alexandr

The active substance Ethyl alcohol 72-76% CAS 64-17-5 CE 200-578-6

Benzalkonium chloride 0,024-0,029% CAS 68424-85-1 CE 270-325-2
Methylthioninium chloride 0,00024% CAS 61-73-4 and 200-515-2

B) TEST METHOD :

Method EN 1500:2013 Chemical disinfectants and antiseptics - Hygienic
handrub - Test method and requirements (phase 2, step 2)

Neutralizer Polysorbate 80 30 g/|, saponine 30g/I, histidine 1g/l, cysteine 1g/I

C) EXPERIMENTAL CONDITIONS:

Product test concentrations 100%

(%V/V)

Test temperature 20°C

Contact time 3ml of the preparation for 60s
Incubation temperature 36x1°C

Test-organism E. coli K12 NCTC 10538

Date: 27.07.2021

Authorized by: Daria Depa, Senior Specialist Analyst, Cosmetics Microbiology Laboratory
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of J.S. Hamilton Poland Sp. z o.0.
Responsibility of J.S. Hamilton Poland Sp. z o.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.
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HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 136987/21/JSHR/Z2

Table 1. PROCEDURE FOR REFERENCE HYGIENIC HANDRUB

PRODUCT: Standard 2-propanol 60% (V/V)
TEST ORGANISM: E. coli K12 NCTC 10538

NUMBER IN CONTAMINATION FLUID: 2,4 x 10® cfu/ml

volunteer number of cfu per plate from dilution 10x

Hand prevalues postvalues Reduction

Nr_|left/right x10™ x10? log x x10° x10" x 107 logy logz
| 288 29 61 7 0

1 r 247 22 6,42 33 3 0] 1,65 4,77
| 167 17 51 5 0

2 r 291 28 5,81 36 4 0] 1,63 4,18
| 175 11 42 5 0

3 r 275 25 6,33 29 2 0] 1,54 4,79
| 220 21 30 3 0

4 r 192 19 6,31 68 6 0] 1,65 4,66
| 164 15 37 3 0

5 r 301 33 6,35 52 5 0] 1,64 4,71
| 200 20 23 2 0

6 r 198 18 6,30 37 4 0] 1,46 4,83
| 287 22 60 6 0

7 r 288 29 6,45 42 5 o 1,70 4,75
| 298 28 31 4 0

8 r 213 21 6,40 58 5 0] 1,63 4,77
| 283 23 34 3 0

9 r 311 33 5,96 51 5 0| 1,62 4,34
| 313 32 53 6 0

10 r 251 25 6,45 36 4 0| 1,65 4,80
| 175 18 54 5 0

11 r 295 22 6,35 47 3 0] 1,69 4,66
| 183 19 72 7 0

12 r 171 17 5,74 36 4 o] 1,71 4,03
| 206 22 29 2 0

13 r 317 33 6,41 49 5 0| 1,57 4,84
| 295 28 55 6 0

14 r 279 25 6,45 64 7 0] 1,78 4,68
| 248 22 72 7 0

15 r 256 26 6,40 66 6 0] 1,84 4,56
| 301 31 46 5 0

16 r 261 26 6,45 27 3 0] 1,55 4,90
| 259 24 41 4 0

17 r 271 28 6,42 22 1 0| 147 4,96
| 259 22 61 6 0

18 r 288 23 6,43 33 3 0] 1,65 4,78
| 223 21 35 4 0

19 r 205 20 6,33 45 5 0| 1,60 4,72
| 297 28 54 6 0

20 r 257 24 5,90 28 3 0] 1,59 4,31

Xer 6,28 1,63 4,65

s 0,23 0,09 0,25

log x-logarithm of the average value of the initial left and right hand
log y-logarithm of the average value of the final left and right hand
log z-logarithm reduction

x $r- overall average of log x, log y, log z

Date: 27.07.2021

Authorized by: Daria Depa, Senior Specialist Analyst, Cosmetics Microbiology Laboratory
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of J.S. Hamilton Poland Sp. z o.0.
Responsibility of J.S. Hamilton Poland Sp. z o.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.
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HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 136987/21/JSHR/Z2

Table 2. HYGIENIC HANDRUB PROCEDURE WITH THE PRODUCT

PRODUCT P 136987/21/JSHR
TEST ORGANISM: E. coli K12 NCTC 10538

NUMBER IN CONTAMINATION FLUID: 2,4 x 10° cfu/ml

volunteer number of cfu per plate from dilution 10x

Hand prevalues postvalues Reduction

Nr left/right x10™ x107 log x x10° x10™! x 107 logy log z
| 132 14 103 11 1

1 r 224 21 6,24 92 9 0 1,98 4,26
| >330 125 89 7 0

2 r 304 31 6,27 78 4 0 1,68 4,59
| 144 15 97 9 0

3 r 132 11 6,14 78 5 0 1,93 4,21
| 328 34 87 8 0

4 r >330 85 6,20 99 9 0 1,89 4,32
| 164 11 116 11 2

5 r 132 12 6,16 99 8 0 2,03 4,13
| >330 121 61 3 0

6 r 320 32 6,27 83 9 0 1,67 4,60
| 328 33 61 4 0

7 r 288 29 6,49 71 7 0 1,81 4,68
| >330 58 91 9 0

8 r >330 22 5,51 72 6 0 1,82 3,69
| 336 36 79 8 0

9 r >330 21 5,90 106 12 2 1,96 3,94
| 296 28 74 7 0

10 r >330 41 6,02 85 9 0 1,90 4,12
| 228 21 93 8 0

11 r 104 11 6,19 80 5 0 1,93 4,26
| >330 48 107 11 1

12 r 200 20 5,97 94 9 0 1,98 4,00
| 248 25 112 14 2

13 r 212 22 6,36 113 11 1 2,06 4,31
| >330 48 89 8 0

14 r 255 22 6,02 91 9 0 1,95 4,07
| 278 28 99 7 0

15 r 169 17 6,34 67 6 0 1,77 4,57
| 178 11 104 11 1

16 r 255 25 6,32 69 7 0 1,93 4,39
| 274 28 79 8 0

17 r 231 24 6,40 107 12 2 1,97 4,44
| 225 22 92 9 0

18 r 183 19 6,31 66 7 0 1,89 4,42
| 199 17 53 5 0

19 r 252 23 6,35 89 8 0 1,83 4,51
| 266 22 97 9 0

20 r 231 21 6,39 68 7 0 1,91 4,48

Xsr 6,19 1,89 4,30

5 0,22 0,10 0,25

log x-logarithm of the average value of the initial left and right hand
log y-logarithm of the average value of the final left and right hand
log z-logarithm reduction

x ér- overall average of log x, log y, log z

Date: 27.07.2021

Authorized by: Daria Depa, Senior Specialist Analyst, Cosmetics Microbiology Laboratory
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of J.S. Hamilton Poland Sp. z o.0.
Responsibility of J.S. Hamilton Poland Sp. z o.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.

Page3/6 Form PO-10/05b of 20.01.2020

J.S. HAMILTON POLAND Sp. z o.0.
LABORATORIUM BADAWCZE
ul. Chwaszczynska 180, 81-571 Gdynia, tel. +48 58 766 99 00



HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 136987/21/JSHR/Z2

Table 3. LIST OF COMPUTED IG VALUES AND IG REDUCTIONS

volunteer R 2-propanol 60% (V/V) P
Nr log x logy logz log x logy log z

1|R-P 6,42 1,65 4,77 6,24 1,99 4,25

2|R-P 5,81 1,63 4,18 6,27 1,91 4,36

3|R-P 6,33 1,54 4,79 6,14 1,93 4,21

4|R-P 6,31 1,65 4,66 6,20 1,96 4,24

5|R-P 6,35 1,64 4,71 6,16 2,03 4,13

6|P-R 6,30 1,46 4,83 6,27 1,84 4,43

7|P-R 6,45 1,70 4,75 6,49 1,81 4,68

8|P-R 6,40 1,63 4,77 5,51 1,90 3,61

9|P-R 5,96 1,62 4,34 5,90 1,96 3,94

10|P-R 6,45 1,65 4,80 6,02 1,90 4,12

11|R-P 6,35 1,69 4,66 6,19 1,93 4,26

12|R-P 5,74 1,71 4,03 5,97 2,00 3,97

13|R-P 6,41 1,57 4,84 6,36 2,06 4,31

14|R-P 6,45 1,78 4,68 6,02 1,95 4,07

15|R-P 6,40 1,84 4,56 6,34 1,90 4,43

16|P-R 6,45 1,55 4,90 6,32 1,93 4,39

17|P-R 6,42 1,47 4,96 6,40 1,97 4,44

18|P-R 6,43 1,65 4,78 6,31 1,89 4,42

19|P-R 6,33 1,60 4,72 6,35 1,83 4,51

20|P-R 5,90 1,59 4,31 6,39 1,91 4,48

X 20 6,28 1,63 4,65 6,19 1,93 4,26

X10(R-P) 6,26 1,67 4,59 6,19 1,97 4,22

X10 (P-R) 6,31 1,59 4,72 6,20 1,90 4,30
Criteria:

Rs (R-P) = 4,59-4,22=0,37
Rs (P-R)= 4,72-4,30=0,42
Abs= 0,37-0,42=-0,05<2
logx(R)= 6,28>5

logx(P)= 6,19>5

logz (P), logz (R) >3

Validation conditions of neutralizer and methods have been satisfied

Date: 27.07.2021

Authorized by: Daria Depa, Senior Specialist Analyst, Cosmetics Microbiology Laboratory

Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)
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ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. 136987/21/JSHR/Z2

Table 4. COMPUTATION OF INDIVIDUAL DIFFERENCES OF Ig R-P

volunteer log RF difference difference
R P R-P high to low | Range +/-
1 4,77 4,25 0,52 1,16 1
2 4,18 4,36 -0,18 0,68 2
3 4,79 4,21 0,59 0,61 3
4 4,66 4,24 0,42 0,59 4
5 4,71 4,13 0,58 0,58 5
6 4,83 4,43 0,40 0,53 6
7 4,75 4,68 0,07 0,52 7
8 4,77 3,61 1,16 0,52 8
9 4,34 3,94 0,40 0,51 9
10 4,80 4,12 0,68 0,42 10
11 4,66 4,26 0,40 0,40 11
12 4,03 3,97 0,06 0,40 12
13 4,84 4,31 0,53 0,40 13
14 4,68 4,07 0,61 0,36 14
15 4,56 4,43 0,13 0,21 15
16 4,90 4,39 0,51 0,13 16
17 4,96 4,44 0,52 0,07 17
18 4,78 4,42 0,36 0,06 18
19 4,72 4,51 0,21 -0,17 -19
20 4,31 4,48 -0,17 -0,18 -20
sum of ranks (+): 171
sum of ranks (-): 39
Table 5. SORTING OF INDIVIDUAL DIFFERENCES AND COMPUTATION FOR HODGES-LEHMANN 97,5%
UPPER CONFIDENCE LIMITS FOR THE DIFFERENCE IN Ig BETWEEN R-P
1,16] 0,68] 0,61] 0,59] 0,58] 0,53] 0,52] 0,52] 0,51
1 1,16 1,16
2 0,68 0,92 0,68
3 0,61 0,89 0,65 0,61
4 0,59 0,87 0,63 0,60 0,59
5 0,58 0,87 0,63 0,59 0,58 0,58
6 0,53 0,85 0,61 0,57 0,56 0,55 0,53
7 0,52 0,84 0,60 0,57 0,56 0,55 0,53 -0,52
8 0,52 0,84 0,60 0,56 0,55 0,55 0,53 -0,52 -0,52
9 0,51 0,83 0,59 0,56 0,55 0,54 0,52 -0,52 -0,51 -0,51
10 0,42 0,79 0,55 0,52 0,50 0,50 0,48 -0,47 -0,47 -0,21
11 0,40 0,78 0,54 0,51 0,49 0,49 0,47 -0,46 -0,46 -0,20
12 0,40| 0,78 0,54 0,51 0,49 0,49 0,47 -0,46 -0,46
13 0,40 0,78 0,54 0,50 0,49 0,49 0,47 -0,46
14 0,36 0,76 0,52 0,49 0,47 0,47 0,45
15 0,21] 0,69 0,45 0,41 0,40 0,39
16 0,13 0,65 0,41 0,37 0,36
17 0,07 0,62 0,38 0,34
18 0,06 0,61 0,37
19 -0,17 0,50
20 -0,18

Date: 27.07.2021
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Table 6. WILCOXON'S TMATCHED PAIRS SIGNED-RANKS TEST:

CRITICAL VALUES LESS WITH RANG SUM (+) OR (-) AT DIFFERENT LEVELS OF SIGNIFICANCE

n one-sided level of significance
0,05 0,025 0,01
18 47 40 32
19 53 46 27
20 60 52 43
21 68 59 49
22 75 66 56

For the designated level of significance 0,025 for n=20 the value read from the table 6 is 52.

Hence c=52+1=53.
For the distribution of 53 Table 5 assigns a value of 0,55 which is less than the agreed inferiority margin of 0,6.

Therefore, the hypothesis of inferiority of PP compared to the reference RP is rejected.

The test preparation (PP) is non-inferior to RP.

Date: 27.07.2021
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. HAMILTON

RAPORT DE INCERCARE NR. 79165/22/ROBCH/Z1
Inlocuieste Raportul de Incercare Nr. 79165/22/ROBCH din 07.03.2022

Client Numaéarul esantionului:
ECOCHIM-GRUP SRL Sample number
OR. OTACI, STR. VOITOVICI 21 Descriere obiect de incercat ({ conform cu declaratia Clientului)
2059 CHISINAU Dezinfectant Universal "Bio-Dez"
Lot/Batch: -

Production date: -

Expiration date: 18.02.2025

Sampling date: 18.02.2022

Sampling quantity: 1x 500ml

Sample temperature: 20°C

Reception hour: 12:30

Responsible for sampling: Crestinov Alexandr
Sample condition with no objections

Data primirii obiectului de incercat: | 07.03.2022

Data finalizarii incercarii: 08.09.2022 Comandadin 07.03.2022
Data eliberarii raportului: 08.09.2022 Probele au fost prelevate si livrate de catre Client.
Parametrii de testare Metoda de testare ir:t;t;de Rezultat

Test method performed by the
subcontractor; the results are taken in
# * Chemical disinfectants and full from the test report No

antiseptics. Surgical hand EN 12791:20164A1:2017 ; S68/2022-1, issued by the

disinfection. Test method and subcontractor.
requirements (phase 2, step 2) The results of the analysis are listed
starting with enclosure No1l to report
of analysis.
Elaborat de: Mariana Ilinca, Sef Laborator Microbiologie
Autorizat de: Mariana Ilinca, Sef Laborator Microbiologie

Aprobat de catre: Alina-Roxana Mihai, General Manager (Aprobat cu semnatura electronica)

Laborator: Bucuresti 041914, sos. Berceni nr.8

Responsabilitatea esantionarii/ prelevarii probelor apartine solicitantului. Rezultatele se refera numai la obiectul supus incercarii. Daca nu se specifica altfel, incertitudinea de masurare a
fost estimata pentru coeficientul K= 2 si nivel de incredere 95%, Fara aprobarea scrisa a laboratorului acest raport de incercare nu poate fi reprodus decat integral. Responsabilitatea
S.C. J.S. HAMILTON ROMANIA S.R.L. se refera exclusiv Iz rezultatele si declaratiile prezentate in raportul original. Opiniile si interpretarile continute in prezentul raport de incercare nu
sunt acoperite de acreditarea RENAR. Pentru detalii suplimentare va rugam sa solicitati Certificatul de Acreditare la adresa de email bucharest@hamilton.com.pl

* Metoda de testare acreditata # Test efectuat de catre subcontractor
o Incercari neacreditate Pagina 1/ 1 PGL 09 F 01 Ed. 1 Rev. 2
J.S. Hamilton Romania S.R.L.

Sos.Berceni nr.8, sector 4, 041902 Bucuresti, Romania, Tel.+40 21 634 10 81

bucharest@hamilton.com.pl, www.hamilton.com.pl
Autorizatie A.N.S.V.S.A. nr. 115din 18.06.2018
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 79165/22/ROBCH

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

Dezinfectant Universal ""Bio-Dez"

Date of manufacture: 18.02.2022

Manufacturer: Ecochim-Grup SRL, Petricani St 21/3, Chisinau
2059, Moldavsko

Incoming date: 7.3.2022

Storing conditions: room temperature, dark area.

Subject of testing: Surgical handrub - immediate effect

Active ingredients: CAS: 68424-85-
Alkyldimethylbenzylamoniumchloride 0.029% CAS: 64-17-5 Ethyl
alcohol 73.0%

B) TEST METHOD

Performed in accredited subcontracted partner
laboratory: Scope of Accreditation No. 1273
Determination of surgical hand disinfection (EN
12791:2016+A1:2017) of the product Dezinfectant
Universal ""Bio-Dez"

Testing of disinfecting efficiency of chemical disinfecting and
antiseptic agents on carriers
SOP-M-19-00 (EN 12791:2016+A1:2017)

C) Description: Testing the efficacy of chemical disinfectants and antiseptics

Sampling date: 18.2.2022
Sample delivered: 7.3.2022
Testing date: 16.8. - 31.8.2022
D) EXPERIMENTAL CONDITIONS
Effect: immediate effect
Period of analysis: 16.08.2022 - 31.08.2022
Test temperature: 20°C£1°C
Test method: dilution neutralization method
Appearance of the product: Blue liquid
The test concentration: 100%
The volume of the product: 2x 7 ml
The application time: 2x45s
Procedure: handrub
The soap: soft soap from linseed oil

Reference item:

CAS 71-23-8 1-propanol p.a., 60% (V/V)

The volume of the reference propan- -1-ol used per person: 2 x 3 ml, according to reference surgical hand disinfection

procedure, the total application volume is 6 ml

The application time:

2 x 1.5 min, according to reference surgical hand disinfection
procedure, the total application time is 3 min

Neutralization medium:

Dey-Engley Neutralizing Broth M 1062

Surgical hand disinfection procedure with product:

handrub procedure, immediate effect

Requirements:

The mean reduction for immediate effect of a product shall at least be
not inferior to that achieved by a specified reference product (60%
volume concentration of propan-1-ol). To demonstrate additionally a
"sustained effect", the mean reduction for the 3 h effect of a product
shall be superior to that achieved by the reference product

Test procedure:

1. Determination of the presence of microorganisms in the product

2. Determination of the prevalue — number of cfu sampled immediately
before treatment from the hand

3. Determination of the postvalue — number of cfu sampled after

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests

Date: 08.09.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

PGL 09 F 04 Ed. 1 Rev. 0
Page 1 of 4

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 79165/22/ROBCH

treatment from the hand
4. Expression and interpretation of results - reduction factor — ratio of
prevalue and postvalue, generally expressed by decimal logarithms

The standard:

EN 12791:2016+A1:2017 Chemical disinfectants and antiseptics —
Surgical hand disinfection — Test method and requirements (phase

2/step 2) November 2017

The number of CFU in the tested product: 0 CFU/ml

Testing the efficacy of chemical disinfectant 1.21229/22/JSHR. on Pseudomonas asruginosa ATCC 15442

Test suspensions

N V1 V2 1eM 14

10 192 170

0" 27 13 B.26 7.26

F= 1 8dxl0 517 =1gM= &7 71T <1g¥e= 7.7
Verification of methodology
Jalidation of suspension P Method valid (C). condibons:  BJ %, 9 5. distilled water, 20°C
Ve 3l Ve 29
Ve 60 Ve 35
30 =455 180 42 = 0.3 Nvo

Testing the efficacy of chemical disinfectant 12122922/ JSHR. on Stapfviococcus auraus ATCC 6338

Test suspensions

N Al V2 IgN 2%
1w’ 304 352
W 20 33 Bd4 744
&= 27710 317 <1M= 87 717 <1< 7.7

Vernfication of methodology

Walidation of suspension (M) Method valid (C). condibons: 80 %4, 90 =, distilled water, 20°C
Vel 63 Ve 2
Ve 53 Ve 42
30 = Bl < 160 57 = 05 Nvo

Testing the efficacy of chemical disinfectant 1.21229/22/JSHR. on Enterococcus hirae ATCC 10541

Test suspensions

N V1 V2 1gH 120
10° 168 197
107 18 2 B.26 7.26
$= 1810 17 <1gM =487 LIT <lsdas 7
Vernification of methodology
Validation of suspension (9w Method valid (C). condibons: 80 %5, 80 5. distilled water, 20°C
Ve 52 Ve 46
Ve 40 Ve 42
30 < 4= 160 4 = 0iMve

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 79165/22/ROBCH
Testing the efficacy of chemical disinfectant L2122923/ISHE. on Escherichia coli K 12 NCTC 10538

Test suspensions

N V1 V2 1M 128
107 -330 =330
10" 49 33 5.61 161
&= 41x10 817 =18 87 FAT <1< 7.7
Verification of methodology
WVahidation of suspension (i) Method vahd (C). condihons: B0 25, 30 = distillad wrater. 20°C
Vel 113 Vi 103
Ve 103 Va 110
30 =108= 160 1065 = 0.3 Nvo
Testing the efficacy of chemical disinfectant 1212292/ ISHRE. on Candida albicans ATCC 10231
Test suspensions
N V1 V2 1N 1M
107 155 144
10" 17 15 7.18 6,18
$= 1510 717 =lM= 7T Ti7 <lgfe= T
Verification of methodology
Vahidation of suspension (24w) Method valid (C). conditiops: 80 %%, 30 5. distilled water, 20°C
Ve 41 Va 21
Ve 34 Va 8
M =375< 1860 245 = 0.5Nve

Note: Ve =value is the number of cfu per ml, & = average Vel a Ve2 (1. + 2. duplicate Ve values). N = the number of cfit'ml
of the bacterial test suspension, Nvo = the number of cfiv'ml of the bacterial test suspension at the beginning of the contact
time = 0, C = the number of surviving bacteria per ml in confrol tests

Acceptance criteria for test results:

Only if the results of the test procedure fulfil the following requirements. they shall be accepted for further evaluation.
otherwise the test shall be repeated:

a) A complete set of results from af least 23, but maxinmm 28 volunteers shall be available. All complete sets

of results shall be used for further evaluation.

b) The overall means of the 1g prevalues for RP and PP shall be both at least 3.50.

c) The absolute difference of mean differences between Ig reductions of BP and PP of group P — PP and group
PP — REP shall be less than 2.00
d) All quotients of weighted mean counts between 5 and 13,

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.

JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
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Page 3 of 4

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
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Conclusion:

The acceptance criteria for the test results were met.

From table in EN 12791:2016+-A1:2017 of critical values for Wilcoxon's matched-pairs signed-ranks test the entry forn=24
and a one sided 0,025 level of significance, the critical value of 81 is found. Hence ¢ = 81 +1 = 82. The pairwise differences
are sorted in descending order. The 82nd value is 0,59, Hence the Hodges-Lelimann upper one sided 97,5% confidence limit
for the difference in Ig Bs between RP and PP 15 0,59, which 1s less than the agreed mferiority margin of 0,75, Therefore the
hvpothesis of inferiority of PP is rejected and it can be concluded that the test preparation PP is non-inferior to BP.

The tested product: Dezinfectant Universal "Bio-Dez"”
Batch number: Not specified

Standard: EN 12701-2016+A1:2017

Test method: dilution neutralization method
Effect: immediate effect

Conditions:

Application time: 2xd5s

Volume of the product: 2 x 7 ml

Concentration: 100%

The tested product is suitable to be used as surgical hand disinfection.

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 4 of 4

Date: 08.09.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



Annex EN 12791:2016+A1:2017,
immediate effect
Volunteer Chronological Reference hand disinfection procedure RP Reference handrub procedure with product PP Difference
Sequence N prevalues N postvalues Ig prevalues Ig postvalues IgR N prevalues | N postvalues | Ig prevalues Ig postvalues IgR RP - PP

1 RP 7,30E+04 7,90E+02 4,86 2,90 1,96 6,40E+04 7,70E+02 4,81 2,89 1,92 0,04
2 RP 7,90E+04 6,60E+03 4,90 3,82 1,08 9,00E+04 1,00E+04 4,95 4,00 0,95 0,13
3 RP 7,10E+04 1,88E+03 4,85 3,27 1,58 1,06E+05 1,20E+03 5,03 3,08 1,95 0,37
4 RP 7,90E+04 8,50E+02 4,90 2,93 1,97 5,80E+04 1,00E+02 4,76 2,00 2,76 -0,79
5 RP 9,60E+04 9,60E+03 4,98 3,98 1,00 8,90E+04 1,12E+04 4,95 4,05 0,90 0,10
6 RP 8,50E+04 2,44E+03 4,93 3,39 1,54 1,70E+04 6,70E+03 4,23 3,83 0,40 1,14
7 RP 7,70E+04 7,10E+03 4,89 3,85 1,04 1,02E+04 2,21E+03 4,01 3,34 0,67 0,37
8 RP 6,80E+04 3,80E+02 4,83 2,58 2,25 1,29E+05 9,30E+03 511 3,97 1,14 1,11
9 RP 5,60E+04 4,90E+03 4,75 3,69 1,06 8,30E+04 5,10E+03 4,92 3,71 1,21 0,15
10 RP 7,10E+04 9,90E+03 4,85 4,00 0,85 7,60E+04 9,40E+03 4,88 3,97 0,91 -0,06
11 RP 1,02E+05 1,01E+04 5,01 4,00 1,01 6,90E+04 9,30E+03 4,84 3,97 0,87 0,14
12 RP 9,40E+04 1,07E+04 4,97 4,03 0,94 1,11E+05 1,24E+04 5,05 4,09 0,96 -0,02
13 PP 7,90E+04 2,91E+03 4,90 3,46 1,44 9,80E+04 7,80E+03 4,99 3,89 1,10 0,34
14 PP 9,10E+04 6,10E+03 4,96 3,79 1,17 7,80E+04 8,00E+03 4,89 3,90 0,99 0,18
15 PP 7,50E+04 3,08E+03 4,88 3,49 1,39 1,12E+04 1,56E+03 4,05 3,19 0,86 0,53
16 PP 5,20E+04 9,30E+02 4,72 2,97 1,75 1,10E+05 2,01E+02 5,04 2,30 2,74 -0,99
17 PP 8,50E+04 6,50E+03 4,93 3,81 1,12 1,02E+05 1,23E+04 5,01 4,09 0,92 0,20
18 PP 1,06E+04 2,04E+02 4,03 2,31 1,72 6,50E+03 7,50E+02 3,81 2,88 0,93 0,79
19 PP 8,00E+04 1,10E+03 4,90 3,04 1,86 1,68E+04 4,80E+02 4,23 2,68 1,55 0,31
20 PP 1,10E+05 6,00E+03 5,04 3,78 1,26 9,90E+04 8,60E+03 5,00 3,93 1,07 0,19
21 PP 6,30E+04 2,76E+02 4,80 2,44 2,36 8,70E+04 2,86E+03 4,94 3,46 1,48 0,88
22 PP 5,50E+04 4,40E+02 4,74 2,64 2,10 5,30E+04 7,10E+03 4,72 3,85 0,87 1,23
23 PP 1,18E+05 9,70E+02 5,07 2,99 2,08 8,20E+04 6,50E+03 4,91 3,81 1,10 0,98
24 PP 1,04E+05 7,60E+02 5,02 2,88 2,14 1,16E+05 1,35E+04 5,06 4,13 0,93 1,21
@ Overall 7,81E+04 3,94E+03 4,86 3,34 1,52 7,34E+04 6,14E+03 4,76 3,54 1,22
s 2,23E+04 3,62E+03 0,20 0,55 0,48 3,68E+04 4,43E+03 0,38 0,61 0,59

24 24 24 24 24 24
@ RP - PP 4,89 3,54 1,35 4,79 3,57 1,22 0,13
s 0,07 0,51 0,48 0,33 0,64 0,66

12 12 12 12 12 12
@ PP > RP 4,83 3,13 1,70 4,72 3,51 1,21 0,49
s 0,28 0,53 0,42 0,44 0,61 0,53
n 12 12 12 12 12 12

Bio-Dez
sample $68/2022



Annex

EN 12791:2016+A1:2017,

immediate effect

Bio-Dez
sample $68/2022

Sorting of individual differences and computation for Hodges-Lehman 97,5% upper confidence limits

Sorted

differences Mean pairwise differences (di+dii)/2
1 1,23 1,23
2 1,21 1,22 1,21
3 1,14 1,19 1,18 1,14
4 1,11 1,17 1,16 1,13 1,11
5 0,98 1,11 1,10 1,06 1,05 0,98
6 0,88 1,06 1,05 1,01 1,00 0,93 0,88
7 0,79 1,01 1,00 0,97 0,95 0,89 0,84 0,79
8 0,53 0,88 0,87 0,84 0,82 0,76 0,71 0,66 0,53
9 0,37 0,80 0,79 0,76 0,74 0,68 0,63 0,58 0,45 0,37
10 0,34 0,79 0,78 0,74 0,73 0,66 0,61 0,57 0,44 0,36 0,34
11 0,31 0,77 0,76 0,73 0,71 0,65 0,60 0,55 0,42 0,34 0,33 0,31
12 0,20 0,72 0,71 0,67 0,66 0,59 0,54 0,50 0,37 0,29 0,27 0,26 0,20
13 0,19 0,71 0,70 0,67 0,65 0,59 0,54 0,49 0,36 0,28 0,27 0,25 0,20
14 0,18 0,71 0,70 0,66 0,65 0,58 0,53 0,49 0,36 0,28 0,26 0,25
15 0,14 0,69 0,68 0,64 0,63 0,56 0,51 0,47 0,34 0,26 0,24
16 0,13 0,68 0,67 0,64 0,62 0,56 0,51 0,46 0,33 0,25
17 0,10 0,67 0,66 0,62 0,61 0,54 0,49 0,45 0,32
18 0,04 0,64 0,63 0,59 0,58 0,51 0,46 0,42
19 -0,02 0,61 0,60 0,56 0,55 0,48 0,43
20 -0,06 0,59 0,58 0,54 0,53 0,46
21 -0,15 0,54 0,53 0,50 0,48
22 -0,37 0,43 0,42 0,39
23 -0,79 0,22 0,21
24 -0,99 0,12

log R = decimal log reduction; RP->PP sequence: first RP, second PP; PP->RP sequence: first PP, second RP; @ = mean; s = standard deviation; n = number of values (volunteer)

Difference of mean Rs (RP>PP): 1,35 - 1,22 = 0,13; Difference of mean Rs (PP->RP): 1,70 - 1,21 = 0,49; Absolute difference of differences: |0,13 - 0,49| = 0,36

The median is between the 12th and 13th value: [0,20 + 0,19]/2 = 0,195

The mean pairwise differences that do not exceed the median (here: 0,195) are computed. From table in EN 12791:2016+A1:2017 of critical values for Wilcoxon's matched-pairs signed-ranks test

the entry for n = 24 ans a one-sided P = 0,025 level of significance, the critical value of 81 is found. Hence ¢ = 81 + 1 =82. The pairwise differences are sorted in descending order. The 82nd value is 0,59.

Hence the Hodges-Lehmann upper one sided 97,5% confidence limit for the difference in Ig Rs between RP and PP is 0,59, which is less than the agreed inferiority margin of 0,75.

Therefore the hypothesis of inferiority of PP is rejected and it can be concluded that the test preparation PP is non-inferior to RP.



Annex EN 12791:2016+A1:2017, Bio-Dez

raw data immediate effect sample $S68/2022
Propan-1-ol  batch No.: K52972497115, expiry date 31.12.25 60%, 2 x 3 ml, 2 x 1,5 min, immediate effect, hand disinfection procedure
Volunteer Number of CFU per plate from dilution 10"
Hand Prevalues Immediate postvalues
No Sequence
(left or right) -1 2 -3 0 -1 2
1 RP — PP 1 >330 >330 73 >330 79 <14 Period of analysis: 16.8.2022 - 31.8.2022
2 RP — PP 1 >330 >330 79 >330 >330 66 16.8.-17.8.2022, 30.8.-31.8.2022
3 RP — PP 1 >330 >330 71 >330 186 21 Prepared by:  Mgr. Alena Holikova
4 RP — PP 1 >330 >330 79 >330 85 <14
5 RP — PP 1 >330 >330 96 >330 >330 96
6 RP — PP 1 >330 >330 85 >330 241 27
7 RP — PP r >330 >330 71 >330 >330 71
8 RP — PP r >330 >330 68 >330 38 <14
9 RP — PP T >330 >330 56 >330 >330 49
10 RP — PP r >330 >330 71 >330 >330 99
11 RP — PP r >330 >330 102 >330 >330 101
12 RP — PP r >330 >330 94 >330 >330 107
13 PP — RP 1 >330 >330 79 >330 292 28
14 PP — RP 1 >330 >330 91 >330 >330 61
15 PP — RP 1 >330 >330 5 >330 306 33
16 PP — RP 1 >330 >330 52 >330 93 <14
17 PP — RP 1 >330 >330 85 >330 >330 65
18 PP — RP 1 >330 106 <14 201 23 <14
19 PP — RP r >330 >330 80 >330 110 <14
20 PP — RP r >330 >330 110 >330 >330 60
21 PP — RP r >330 >330 63 269 35 <14
22 PP — RP r >330 >330 55 >330 44 <14
23 PP — RP r >330 >330 118 >330 97 <14
24 PP — RP r >330 >330 104 >330 76 <14




Annex EN 12791:2016+A1:2017, Bio-Dez

raw data immediate effect sample $68/2022
Product Dezinfectant Universal "Bio-Dez" 100%, 2 x 7 ml, 2 x 45 s, immediate effect, handrub
Volunteer Number of CFU per plate from dilution 10*
Hand Prevalues Immediate postvalues
No Sequence
(left or right) -1 -2 -3 0 -1 -2
1 RP — PP r >330 >330 64 >330 71 <14 Period of analysis: 16.8.2022 - 31.8.2022
2 RP — PP r >330 >330 90 >330 >330 101 16.8.-17.8.2022, 30.8.-31.8.2022
3 RP — PP r >330 >330 106 >330 120 <14 Prepared by:  Mgr. Alena Holikova
4 RP — PP r >330 >330 58 99 <14 <14
5 RP — PP r >330 >330 89 >330 >330 112
6 RP — PP r >330 168 19 >330 >330 67
7 RP — PP 1 >330 102 <14 >330 216 27
8 RP — PP | >330 >330 129 >330 >330 93
9 RP — PP 1 >330 >330 83 >330 >330 51
10 RP — PP 1 >330 >330 76 >330 >330 94
11 RP — PP 1 >330 >330 69 >330 >330 93
12 RP — PP 1 >330 >330 111 >330 >330 124
13 PP — RP r >330 >330 98 >330 >330 78
14 PP — RP r >330 >330 78 >330 >330 80
15 PP — RP r >330 112 <14 >330 156 16
16 PP — RP r >330 >330 110 198 23 <14
17 PP — RP r >330 >330 102 >330 >330 123
18 PP — RP r >330 65 <14 >330 75 <14
19 PP — RP 1 >330 164 21 >330 48 <14
20 PP — RP 1 >330 >330 99 >330 >330 86
21 PP — RP 1 >330 >330 87 >330 284 31
22 PP — RP 1 >330 >330 53 >330 >330 71
23 PP — RP 1 >330 >330 82 >330 >330 65
24 PP — RP 1 >330 >330 116 >330 >330 135




. HAMILTON

REPORT OF ANALYSIS No. 80248/21/ROBCH

Client Sample number:

ECOCHIM-GRUP SRL 80248/21/ROBCH

OR. OTACI, STR. VOITOVICI 21 Sample description (according to declaration of Client)

2059 CHISINAU DEZINFECTANT UNIVERSAL "BIO-DEZ"
Lot: -

Data fabricatie: 01.10.2021

Data expirarii: 01.10.2024

Data prelevarii: -

Cantitate prelevata: 2 x 500 ml

Responsabil prelevare: CRESTINOV ALEXANDR
Ora receptiei probei: 15:30

Temperatura receptie proba: 15°C

Sample received: 11.10.2021 Sample condition with no objections

Tests performed: 21.10.2021

Tests completed: 13.12.2021 Order of 11.10.2021

Report dated: 13.12.2021 Sampling and delivery were carried out by client.

Test Method Unit Result

# * Fungicidal activity in medical Test method performed by the
area. Chemical disinfectants and subcontractor; the results are taken in
antiseptics. Quantitative suspension full from the test report No D/21/
test for the evaluation of fungicidal EN 13624:2014 = B0644 , issued by the subcontractor.
or yeasticidal activity in the medical The results of the analysis are listed
area. Test method and requirements starting with enclosure Nol to report
(phase 2, step 1). of analysis.

Elaborated by: Mariana Ilinca, Manager of Microbiological Laboratory
Authorized by: Mariana Ilinca, Manager of Microbiological Laboratory
Approved by: Alina-Roxana Mihai, General Manager (Approved with qualified electronic signature)

Laboratory: Bucuresti 041914, sos. Berceni nr.8

Responsabilitatea esantionarii/ prelevarii probelor apartine solicitantului. Rezultatele se refera numai la obiectul supus incercarii. Daca nu se specifica altfel, incertitudinea de masurare a
fost estimata pentru coeficientul K= 2 si nivel de incredere 95%. Fara aprobarea scrisa a laboratorului acest raport de incercare nu poate fi reprodus decat integral. Responsabilitatea
S.C. J.S. HAMILTON ROMANIA S.R.L. se refera exclusiv |a rezultatele si declaratiile prezentate in raportul original. Opiniile si interpretarile continute in prezentul raport de incercare nu
sunt acoperite de acreditarea RENAR. Pentru detalii suplimentare va rugam sa solicitati Certificatul de Acreditare la adresa de email bucharest@hamilton.com.pl

* Test method accredited # Test performed by external provider

g Non accredited methods Page 1/1 PGL 09 FO1 Ed. 1 Rev. 1
L. ____________________________________________________________________________________]
1.S. Hamilton Romania S.R.L.

8 Berceni Street, 041914 Bucharest, Romania, tel. +40 21 634 10 81

bucharest@hamilton.com.pl, www.hamilton.com.pl
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80248/21/ROBCH

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

DEZINFECTANT UNIVERSAL "BIO-DEZ"

Expiration date: 01.10.2024.

Manufacturer (supplier): Ecochim-Grup SRL.

Storing conditions: Dry, without sun, 5-25 Celsius degree.
Conditions of use: Hygienic handrub, surface disinfection,
medical instruments disinfection, surgical handrub

Active compound/s and its concentration/s

Ethyl alcohol 72-76%, CAS 64-17-5 and CE 200-578-6.
Benzalkonium chloride 0.024-0.029%, CAS 68424-85-1 and CE
270-325-2, Methylthionibium chloride 0.00024%, CAS 61-73-4
and 200-515-2

Concentrations requested for the assay

Pure (80%).

B) TEST METHOD

Performed in accredited contracted partner
laboratory, Scope of Accreditation Nr. 648/LE1286
Report Registration No. D/21/B0644

Quantitative evaluation assay of yeasticidal activity
under dirty conditions, in the medical area (phase 2,
step 1), with product Desinfectant Universal“Bio-
Dez”, (UNE-EN 13624: 2014 Standard).

UNE-EN 13624:2014 Chemical disinfectants and antiseptics.
Quantitative suspension test for the evaluation of the fungicidal
or yeasticidal activity in the medical area. Test method and
requirements (phase 2, step 1). AENOR.

Testing method

Procedure DESIN-1058-b // EN 13624:2014

C) INFORMATION ABOUT SAMPLE RECEPTION

Date of reception of order with test conditions

21.10.2021

Date of reception of the sample

25.10.2021

Aspect of the received product

Blue liquid in plastic package

D) METHOD OF ASSAY AND ITS VALIDATION (UNE-EN 13624: 2014 Standard)

Method used

Dilution-neutralization

Neutralizer

Tryptone 5 g/L, yeast extract 2.5 g/L, dextrose 10 g/L, sodium
thioglycolate 1 g/L, sodium thiosulfate 1 g/L, sodium bisulphite
2.5 g/L, soy lecithin 7 g/L, polysorbate-80 5 g/L, glycine 1 g/L,
1-histidine 1 g/L and Saponin 30 g/L.

E) EXPERIMENTAL CONDITIONS

Assay period

2021/11/08 to 2021/11/14.

Solvent of the product used in the assay

Sterile distilled water.

Product concentrations for the assay

Pure (80%), 50%, 0.1%

Aspect of the dilutions of the product

Pure (80%) and 50% blue liquid;
0.1% transparent.

Contact time

60 seconds

Assay temperature

+20°C £ 1°C

Interfering substance

Bovine serum albumin 3 g/L and erythrocytes 3 mL/L.

Stability of the mixture (interfering substance and
product diluted in sterile distilled water)

Stable

Temperature of incubation

+30°C+ 1°C

Identification of the strain used

Candida albicans CECT-1394 (ATCC 10231)

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests

Date: 08.12.2021
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

PGL 09 F 04 Ed. 1 Rev. 0
Page 1 of 3

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)




.H-I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80248/21/ROBCH
Results of the assay

» Assayofvahdation ... ... .. ... .. ... See tables 1 and 2.
* Evaluation of veasticidal activity. ... See table 3.
» Number of replicates per assay orgamsm

Special remarks

— All controls and vahidation were between the basic limuts.

— At least one concentration of the sample showed a log reduction lower than 4 log.

— At least one concentration of the sample showed a log reduction higher than 4 log.

— The highest concentration that can be assaved in the test (80%) 1s due to the mixtures to
perform the assay.

— No precipitate formed dunng the test procedure (the test mixtures were homogeneous).

Conclusion

The product Desinfectant Universal“Bio-Dez™, batch not indicated. when is pure (80%),
shows yveasticidal activity after 60 seconds at 20°C + 1°C, under dirty conditions (bovine
serum albumin 3 g/l and erythrocytes 3 mL/L), for the reference strain Candida albicans
(CECT 1394 = ATCC 10231). when tested as requred by the UNE-EN 13624: 2014
Standard..

Mote: The results obtained correspond to the sample recerved in the laboratory.

Quality Assurance Review:

The assav development and the results obtamed have been supervised by the Director of the
study.

The Quality Assurance Director has inspected the development of the assay, proving that has
been realized followmng the proper procedure and using the adequate media, matenals, and
reagents. following the Good Laboratory Practices (GLPs) as well and the final report contams
the primary data obtamed.

Reference

s TUNE-EN 13624 : 2014 Chemical disinfectants and antiseptics. Quantitative suspension test
for the evaluation of the fungicidal or yeasticidal activity i the medical area. Test method
and requirements (phase 2, step 1}. AENOR.

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 2 of 3

Date: 08.12.2021

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



.H-I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80248/21/ROBCH
Results of the assay with Candida albicans (CECT 1394 = ATCC 10231).

Seeding: Pour plates. No_ of plates: 1 /mL.

Table 1.-Validation and controls.

Suspenston of Control of Control of neutralizer Vahdation of the
validation (V) experimental (B) method (C)
conditions (4) Sample concentration:
Pure (80%)
Ve 86 (A=90 (Fa 72 | A=74 |V 75 | A=T73 |V 66 |A=
Vo 94 Fer 76 Fe2 71 Vez 61 |63.5
30 =x of Mip = 1607 xofdes 205X de xofBes>05Xde xof Cesz05Xof
MNig? Mg, or 0.0005 Neg? Nig?
Wes Yes Yes Yes
Suspenston of X=78
vahdation (Vvg) Fa: 79 Ve 77 30 =x de Mva/1000 <
1607
Yes

Table 2. -Suspension of the assay.

N Vel Voo |Xwm=335x10
Suspension of assay " : le N=753
(V and Vo) 16 =330 330 No=N/'10
lo Vg =6.53
-4 5
10 A2 35 1617 <1g Ny < 6.707 Yes

Table 3.-Results of the activity assays with the sample.

Concentrations of | Dilutions Lg_ Na=lg Lg,R Time of
rhe:l;.':ﬁ Tple steps Vel Ve E;:. -110]_0[:; (Iz Ng=6.53) { ::;t;t:‘l :}
Pure (80%) ,:‘:: — - <215 -438 60
50% ,:‘;ﬂ iz B <215 =438 60
0.1% B >4.52 <201 60
Explanations:

Fr = number per mL (one or two plates); Xy = ponderated mean of X
X =mean of Vci and Vez (duplicate of 1 + 2); R (reduction): (lg R = lg No—1g Na).

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 3 of 3

Date: 08.12.2021

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



. HAMILTON

RAPORT DE INCERCARE NR. 1071/23/ROBCH/Z1
Inlocuieste Raportul de Incercare Nr. 1071/23/ROBCH din 02.03.2023

Numarul eEantionului:
1071/23/ROBCH
Descriere obiect de incercat ( conform cu declaratia Clientului)

Client

ECOCHIM-GRUP SRL
STRADA PETRICANI 21/3
2059 CHISINAU Dezinfectant Universal "Bio-Dez"

Lot: -

Data fabricatie: 13.12.2022

Data expirarii: 13.12.2025

Data prelevarii: 13.12.2021

Cantitate prelevata:500 ml

Responsabil prelevare: Cristinov Alexandr
Ora receptiei probei: 08:00

Temperatura receptie proba: 15°C
Sample condition with no objections

Data primirii obiectului de incercat: [ 11.01.2023
Data finalizarii incercarii: 02.03.2023 Comanda din 11.01.2023
Data eliberarii raportului: 02.08.2023 Probele au fost prelevate si livrate de catre Client.

Unitate de
masura

Parametrii de testare Metoda de testare Rezultat

# * Fungicidal activity in medical
area. Chemical disinfectants and
antiseptics. Quantitative suspension
test for the evaluation of fungicidal
or yeasticidal activity in the medical
area. Test method and requirements
(phase 2, step 1).

EN 13624:2014

Test method performed by the
subcontractor; the results are taken in
full from the test report No D/23/
B0019 , issued by the subcontractor.
The results of the analysis are listed
starting with enclosure No1l to report
of analysis.

Responsabil incercare: Mariana Ilinca, Sef Laborator Microbiologie
Validat de: Mariana llinca, Sef Laborator Microbiologie
Autorizat de: Alina-Roxana Mihai, General Manager (Aprobat cu semnatura electronica)

Laborator: Bucuresti 041914, sos. Berceni nr.8

Responsabilitatea esantionarii/ prelevarii probelor apartine solicitantului. Rezultatele se refera numai la obiectul supus incercarii. Daca nu se specifica altfel, incertitudinea de masurare a
fost estimata pentru coeficientul K= 2 si nivel de incredere 95%. Fara aprobarea scrisa a laboratorului acest raport de incercare nu poate fi reprodus decat integral. Responsabilitatea
S.C. J.S. HAMILTON ROMANIA S.R.L. se refera exclusiv la rezultatele si declaratiile prezentate in raportul original. Opiniile si interpretarile continute in prezentul raport de incercare nu
sunt acoperite de acreditarea RENAR. Pentru detalii suplimentare va rugam sa solicitati Certificatul de Acreditare la adresa de email bucharest@hamilton.com.pl

* Metoda de testare acreditata # Test efectuat de catre subcontractor
@ Incercari neacreditate Pagina 1/1 PGL 09 F 01 Ed. 1 Rev. 3
S eeeess——sse—seeesse—————————————————-————————___—_—_“_“_"__

J.S. Hamilton Romania S.R.L. ”H||||“| ||‘ |‘|

Sos.Berceni nr.8, sector 4, 041902 Bucuresti, Romania, Tel.+40 21 634 10 8!”'””” ‘I|||| ””" ‘lm
bucharest@hamilton.com.pl, www.hamilton.com.pl
Autorizatie A.N.S.V.S.A. nr. 115 din 18.06.2018




HAMILTON
ROMANIA

M

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 1071/23/ROBCH/Z1

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

Dezinfectant Universal ""Bio-Dez"
Manufacturer(supplier): Ecochim-Grup

Condition of wuse: Instrument disinfection, surface
disinfection without mechanical action textile disinfection

Solvent of the product recommended by the manufacturer

Not indicated

Active(S) substance (S) and its concentration(s)

Ethyl alcool 72-76%, CAS 64-17-5 and CE 200-578-6
Benzalkonium chloride 0.024-0.029%, CAS 68424-85-
1 and CE 270-325-2 Methylthionibium chloride
0.00024%, CAS 61-73-4 and 200-515-2.

Concentrations requested for the assay

80% and 97%.

B) TEST METHOD

Performed in accredited subcontracted partner laboratory:
Scope of Accreditation Nr. 648/LE1286

Report no.: D/23/B0019 and D/23/B0413- Quantitative
evaluation assay of fungicidal activity in Medicine (phase 2,
stepl), with the product “Dezinfectant Universal “Bio-Dez””.
(EN 13624 : 2022 Standard)

EN 13624: 2022. Chemical disinfectants and antiseptics.
Quantitative suspension test for the evaluation of the
fungicidal or yeasticidal activity in the medical area. Test
method and requirements (phase 2, step 1).

Testing method EN 13624: 2022
Method Dilution-neutralization
Neutralizer Tryptone 5 g/L, yeast extract, 2.5 g/L, dextrose 10g/L,

sodium thioglycolate 1g/L, sodium thiosulfate 1g/L,
sodium bisulfide 2.5 g/L, soya lecithin 7 g/L,
polysorbate-80 5 g/L, glycine 1 g/L, l-histidine 1 g/L
and saponin 30 g/L.

C) INFORMATION ABOUT SAMPLE RECEPTION

Date of reception of the sample 2023/01/13
Date of reception of order with test conditions 2023/01/16.
Date of reception of order with test conditions (test at 97%) 2023/06/14

Aspect of the received product

Blue liquid in plastic package

D) EXPERIMENTAL CONDITIONS

Assay period

2023/02/08 to 2023/02/17 (test at 80%).
2023/07/05 to 2023/07/15 (test at 97%).

Solvent of the product used in the assay

Sterile distilled water (test at 80%).
Not applicable (test at 97%).

Product concentrations for the assay

First test: 80%, 50% and 0.1%
Second test: 97%.

Aspect of the dilutions of the product

97%, 80% and 50% blue liquid;
0.1% transparent liquid.

Contact time

90 seconds

Assay temperature

+20°C £ 1°C

Interfering substance

Bovine serum albumin 3 g/L plus erythrocytes
3 mL/L.

Stability of the mixture (interfering substance and product
diluted in sterile distilled water)

Formation of flocs at 97% concentration and stable at
80%, 50% and 0,1%.

Temperature of incubation

+30°C £ 1°C

Identification of the origin of viral stains and number of
passes

-Aspergillus brasiliensis (CECT 2574 = ATCC 16404).
— Candida albicans (CECT 1394 = ATCC 10231).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0

Page 1 0of 8

Date: 02.08.2023
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)




.H-I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 1071/23/ROBCH/Z1
Results of the assay

= Assayofwvalidaton ... .. .. See tables 1. 2. 4 and 5.
=  Evaluation of fungicidal activity ...  Seetables 3 and 6.
=  Number of replicates per assay
OTEAMUSIM . ..o 1
Special remarks

— All controls and validation were between the basic himats.
— For a vahd test, at least one concentration must show a log reduction equal or higher than
4 log.
— Formation of flocs has been observed when nuxed the product at 7% with the
interference substance and the moculum.
— No precipitate formed durning the test procedure (test mixtures at 80%, 50 % and 0.1%
were homogeneous).

Conclusion

The product Dezinfectant Universal “Bio-Dez”, batch 1071/23//ROBCH, at 80% does not
show fungicidal activity. after 90 seconds at 20°C +£1°C. under dirty conditions (bovine
serum albumin 3 g1 and erythrocytes 3 ml/L). because 1t does not show activity against
Aspergilius brasiliensis (CECT 2574 = ATCC 16404) although it shows activity against
Candida albicans (CECT 1394 = ATCC 10231). when tested as required by the EN 13624:
2022 Standard.

The product Dezinfectant Universal “Bio-Dez”, batch 1071/23/ROBCH. at 80% shows
veasticidal activity, after 90 seconds at 20°C =1°C. under dirty conditions (bovine serum
albumin 3 g/l and erythrocytes 3 mL/L). for the strain Candida albicans (CECT 1394 =
ATCC 10231), when tested as required by the EN 13624: 2022 Standard.

The product Dezinfectant Universal “Bio-Dez™”, batch 1071/23/ROBCH. at 97%
concentration requested by the client, shows fungicidal activity, after 90 seconds at 20°C
+1°C. under duty conditions (bovine serum albumin 3 g/L plus erythrocytes 3ml/L), agamst
the reference strams Aspergillus brasiliensis (CECT 2574 = ATCC 16404) and Candida
albicans (CECT 1394 = ATCC 10231). when tested as required by the EN 13624: 2022
Standard.

Note: The results obtained correspond to the sample received in the laboratory.

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 2 of 8

Date: 02.08.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 1071/23/ROBCH/Z1
Results of the assav with dspergillus brasiliensis (CECT 2574 = ATCC 16404).
First test at 80%o.

Seeding: Pour plates. No. of plates: 4/mlL..

Table 1.-Validation and controls.

Suspension of Control of Control of the Validation of the method
vahlidation (Vo) experimental neutralizer (B) ()
conditions (4) Sample concentration:
80%
Fa 72 X= Va 68 X=| Va 61 X= Fiel 63 X=
Fr1 78 15 Ve 66 67 V2 B3 63 Fez 69 60
I0=Xof M= 1607 Xof 415205 Xof Bes= 0.0005 Xof C1is205x
Yes X 1f Mig? Yes MNvg? Yes X of Niyg? Yes
Suspension of Fer: 79 ¥er 76 X=775
validation (Nvg) 30 < X de Mva/1000 =
1607 Yes
Table 2.-Suspension of the assav.
N Ve | Vo |[Xnwm=2%4x 10
Suspension of assay (V and Ng) = lgN=1747
10 291 | 297 No=N10
lg Mo =647
-6 = =
1071 2% 1 30 1617 <1aMe <6.707: Yes

Table 3.- Results of the activity test with the sample.

Concentrations | Dilutions LeNa=Ilg 1lgR Time of
of the sample steps Fea Fez (Xx100 |[(LgNe=647)| contact
(%a) Xwm x 10) {seconds)
1\' 1] - T
Pure (80 %) _\,;_1 1‘5153 1%? 405 242 90
. Na® =660 =660 .
L1 X8 e =,
50 % Vgl =660 =660 4 82 1.65 S0
0.1% \:ﬂl j:ggg :ggg =4 82 <165 90
Explanations:

Fe = number per mL (one or two plates): Xowm = ponderated mean of X
X =mean of Fe1 and Vez (duplicate of 1+ 2): R(reduction): (IgR = 1g No — g Na).

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 3 of 8
Date: 02.08.2023
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



.H-I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 1071/23/ROBCH/Z1
Counts per plate:

M) 10°=70+73+74+ 74 71 + 15+ 76+ 75;
10°=6+7+8+8:8+7+7+8

Product:

Pure (80%) 2 Nal 28+ 27+ 31 +30; 27 + 28 + 26 + 27;

50% =2 Na! = =165 + =165 + =165 + =165; =165 + =165 + =165 + >165;
0.1% = Nal ==165 + =165 + =165 + =165; =165 + =165 + =165 + >165:

A=17+16+18+17; 17+16+16+17,
B = 15+16+15+15; 16+15+16+18;
C=15+16+16+16; 17+18+16+18;
Nyp = 18+17+19+18; 19+-20+20+19;
Ny =15+20+20+20; 19+19+15+19;

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0

Page 4 of 8
Date: 02.08.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 1071/23/ROBCH/Z1

Results of the assay with dspergillus brasiliensis (CECT 2574 = ATCC 16404).
Second test at 97%.

Seeding: plate pouring: No. of plates: 4/ml..

Table 1.-Validation and confrols.

Validation of the method
Suspension of Control of Control of the (O)
validation (Wig) experimental (4) neutralizer (B) Sample concentration:
97%
Fei 101 X= Ve 30 X= Ve 85 X= Fex 80 X=
Fea 100 100.5 Fie g2 81 Fea 82 8315 Fia 52 81
30 <X of Miv= 1607 Xof4is205x XofBes> 0.0005 Xof Cis=205x
Yes X if Mia? Yes NegT? Yes X of Miy? Yes
Suspension of Ver 102 Ver 102 X=102
validation (Mvz) 30 = X de Mip/1000 <
1607 Yes

Table 2.-Suspension of the assay.

N | For | Fa [Xwm=199x10%

Suspension of assay (V and Np) lsN=1830
10° | 199 | 200 [Ne=N10
lg V=730

; 7.17 <1gNo = 7.707; Yes
107 | 19 20

Table 3.- Results of the activity test with the sample.

Concentrations | Dilutions Lg No=1Ig Ig R Time of
of the sample steps Fr1 Fez (Xx100 |(LgM=730)| contact
(%) Xwm = 10) (seconds)
Na® =14 =14
97% Nal =14 =14 =2.15 =515 90
Na? =14 =14
Explanations:

Fe = number per mL (one or two plates); Xovmn = ponderated mean of X
X =mean of Ve and Fea (duplicate of 1 + 2); R{reduction): (1zR = lg No— g Na).

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0

Page 5 of 8
Date: 02.08.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 1071/23/ROBCH/Z1
Counts per plate:

(V) 105 =48 + 52+ 50+ 49: 49+ 50 + 51 + 50:
107 =4+5+5+5.4+5+6+5

Sample:

97%=Na’=0+0+0+0;0+0+0+0;

A=19+20+22+19. 21 +20+22+19;
B=24+20+21+20;19+21+22+20;
C=20+21+20+19;20+22+320+20;
Nywp=28+26+34+2325+24+26+325;
Myp=27+24+26+125 25+24+37+126.

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.

Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.

JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0
Page 6 of 8
Date: 02.08.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 1071/23/ROBCH/Z1

Results of the assay with Candida albicans (CECT 1394 = ATCC 10231).
First test at 50%.

Seeding: Pour plates. No. of plates: 1 /mL.

Table 4.-Validation and controls.

Suspension of Control of Control of the Validation of the method
validation (Nvp) experimental neutralizer (B) {(C)
conditions (4) Sample concentration:
30%a
Fa 94 X= Fa 83 X= Vo 87 X= Vo 82 X=
Fea 100 98 Vi 29 tala] Fea 100 935 Vi 85 83.5
30 < X of Mo < 1607 Xof 415205 Xof Bes= 0.0005 Xof C1s205x
Yes X if Mig? Yes Nivg? Yes X of Nug? Yes
Suspension of V- 85 Vex 87 X=286
validation (Vi) 30 = X de Mip/1000 =
1607 Yes
Table 5. -Suspension of the assay.
N Fea V2 Xnm =3.65x 10
Suspension of assay 5 - 5 lgN=756
(IV and Vo) o 3 =50 M=N10
lg Mo =656
5 =
10 38 3 1617 <1e No <6.707 Yes

Table 6.-Results of the activity assays with the sample.

Concentrations | Dilutions LgNa=Ig LeR Time of
of the sample steps Frei Fez (Xx100 |(LgM=656)| contact
(%) Xwm x 10) (seconds)
Na® < < -
Pure (80 %) 1\';-1 _{ij }j <215 =4 41 90
Neg® = =
50 % N g;ﬂ ;gﬂ 3.94 262 90
Na® =330 =330 A58 -
0.1% N 330 330 =4 52 204 90
Explanations:

Ve = number per mL (one or two plates); Xowm = ponderated mean of X
X =mean of Fe1 and Fez (duplicate of 1 + 2); R (reduction): (lg R =l1g Np—1g Na).

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0

Page 7 of 8
Date: 02.08.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 1071/23/ROBCH/Z1

Results of the assay with Candida albicans (CECT 1394 = ATCC 10231).
Second test at 97%.

Seeding: plate pouring: No. of plates: 1/mL.

Table 4.-Validation and controls.

. Validation of the
: Control of
Suspension of Sk Control of the method (C)
e : experimental : a5
validation (Vva) cenelibions (4) neutralizer (B) 97%
Vi 89 [X=87 [Fa a0 | X= Vi1 8l | X= V1 80 [X=
Vo 85 Fer 79 (795 | Fe2 83 |82 Fia 76 |78
I0=XofMp<160? | Xofd1s205xXof | Xof Bis205xXof | Xof Ci1s205xXof
Nw? Mg, or 0.0005 Nvg? Ng?
Yes Yes Yes Yes
Suspension of X=288
validation (Vvg) Vei: 87 Fex: 89 30 <xde Myg/1000 =
1607 Yes
Table 5. -Suspension of the assay.
N Fe1 Ver | Xwm=495x 10°
Suspension of assay lg N=8.69
(Vand No) 10° by "330 | \y =10
£ c lg Mo=7169
iy 2] B 717 <16 M <7.707 Yes

Table 6.-Results of the activity assays with the sample.

Concentrations | Dilutions LgNa=lg LeR Time of
of the sample steps Fa Fez (Xx100 |(LgM=7.69)| contact
(%) Xwm x 10) (seconds)
Na® bl =14
07% Nat <14 =14 =215 =5.54 o
Na? =14 =14
Explanations:

¥ = number per mL (one or two plates). Xwm = ponderated mean of X_
X =mean of Ve1 and Vea (duplicate of 1+ 2); R (reduction): (lg R = 1g No—1g Na).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.

*Test method accredited # Test performed by subcontractor. @ Non accredited methods.

JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 8 of 8

Date: 02.08.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. L21206/22/JSHR

A) IDENTIFICATION OF THE SAMPLE

Dezinfectant Universal "Bio-Dez"

Lot/Batch: -

Production date: -

Expiration date: 18.02.2025

Name of the product Sampling date: 18.02.2022

Sampling quantity: 1x 500ml

Sample temperature: 20°C

Reception hour: 12:30

Responsible for sampling: Crestinov Alexandr

Ethyl alcool 72-76%, CAS 64-17-5 and CE 200-578-6

Active substance Benzalkonium chloride 0,024-0,029%, CAS 68424-85-1 and CE 270-325-2
Methylthionibium chloride 0,00024%, CAS 61-73-4 and CE 200-515-2

B) TEST METHOD AND ITS VALIDATION

PN-EN 13697+A1:2019-08

Chemical disinfectants and antiseptics — Quantitative non-porous
surface test for the evaluation of bactericidal and/or fungicidal activity
Method of chemical disinfectants used in food, industrial, domestic and
institutional areas — Test method and requirements without
mechanical action (phase 2, step 2)

Polisorbate 80- 30 g/l, saponine- 3 g/, cysteine- 1g/l, histidine- 1g/I,

Neutrali ) .
eutraiizer sodium thiosulfate 7,5g/I

C) EXPERIMENTAL CONDITIONS
Product test concentrations (%V/V) | 0,01%, 50%, 100%

Test temperature 20°C+/-1°C

Contact time 60 seconds bacteria

Interfering substance Dirty conditions: 3,0g/l bovine albumin
Product diluent Sterile hard water

Temperature of incubation 36+1°C bacteria

Identification of the bacterial and Pseudomonas aeruginosa ATCC 15442
fungal strains used: Escherichia coli ATCC 10536
Staphylococcus aureus ATCC 6538
Enterococcus hirae ATCC 10541

Date: 13.04.2022

Authorized by: Daria Depa, Senior Specialist Analyst, Cosmetics Microbiology Laboratory
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of J.S. Hamilton Poland Sp. z o.0.
Responsibility of J.S. Hamilton Poland Sp. z o0.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.

Page 1/ 2 Form PO-10/05b of 20.01.2020

J.S. HAMILTON POLAND Sp. z o.0.
LABORATORIUM BADAWCZE
ul. Chwaszczynska 180, 81-571 Gdynia, POLAND tel. +48 58 766 99 00



B3l HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. L21206/22/3JSHR

TABELE nr 1 : RESULTS OF BACTERICIDAL/FUNGICIDAL ACTIVITY TESTS OF THE PREPARATION

INTERFERING SUBSTANCE: 3,0g/| BOVINE ALBUMIN - DIRTY CONDITIONS
CONTACT TIME: 60 seconds bacteria

TEST TEMPERATURE: 20°C +/-1°C

PRODUCT TEST CONCENTRATIONS: 0,01%, 50%, 100%

BACTERIAL/FUNGAL TEST SUSPENSION : N VALIDATION NT VALIDATION NC
TEST ORGANISM DILUTION Vel vez AVERAGE N DILUTION Vel ve2 AVERAGE NT DILUTION el vez AVERAGE NC

Pseudomonas aeruginosa ATCC 15442 1,00E-07 189 185 185 7,66 1E-04. 82 81 82 6,91 1E-04 72 7 75 6,87,
1,00E-08 14/ 18

Escherichia coli ATCC 10536 1,00E-06 163 166 164 6,61 1E-04. 77 73 75 6,88 1E-04 66 69 68 6,83
1,00E-07 14/ 17

Staphylococcus aureus ATCC 6538 1,00E-06 158 162 159 6,60] 1E-04 72 76 74 6,87| 1E-04 78 77 78 6,89
1,00E-07 15| 14

Enterococcus hirae ATCC 10541 1,00E-06 172 181 174 6,64 1E-04 81 88 85 6,93] 1E-04 83 78 81 6,91
1,00E-07 14/ 16

WATER CONTROL N¢

TEST ORGANISM DILUTION vet ve2 AVERAGE Ne  [Nis
Pseudomonas aeruginosa ATCC 15442 1E-04 115] 121 118 7,07 >100| NC-N¢ = 0,3 log
Escherichia coli ATCC 10536 1E-04 114] 105 110 7,04 >100|
Staphylococcus aureus ATCC 6538 1E-04 106 102 104 7,02 >100] Bacteria 6,57< N =< 7,10 Nc>4 log
Enterococcus hirae ATCC 10541 1E-04. 112 115 114 7,05 >100) P.aeruginosa clean conditions 7,57< N = 8,10

TEST PROCEDURE FOR CONCETRATIONS % (V/V)
0,01% 50% 100%

TEST ORGANISM DILUTION Ve ve2 AVERAGE _|Nd R=Nc-Nd Nts DILUTION _|vet ve2 AVERAGE _[Nd R=Nc-Nd Nts DILUTION_|vC1 ve2 AVERAGE _|Nd R=NcNd _|Nts
Pseudomonas aeruginosa ATCC 15442 1,00E-01 >330) >330] >330[ >4,52 <2,55 >100( 1,00E-01 0 0 0 <0,1 >6,97 0[ 1,00E-01 0 0 0 <0,1 >6,97| 0
Escherichia coli ATCC 10536 1,00E-01 >330) >330] >330[ >4,52 <2,52 >100( 1,00E-01 0 0 0 <0,1 >6,94| 0[ 1,00E-01 0 0 0 <0,1 >6,94] 0
Staphylococcus aureus ATCC 6538 1,00E-01 >330) >330] >330[ >4,52 <2,50 >100(  1,00E-01 0 0 0 <0,1 >6,92 0[ 1,00E-01 0 0 0 <0,1 >6,92] 0
Enterococcus hirae ATCC 10541 1,00E-01 >330) >330] >330] >4,52 <2,53 >100{ 1,00E-01 0 0 0 <01 >6,95 0[ 1,00E-01 0 0 0 <01 >6,95| 0

CRITERIA:
Bactericidal activity- R 24 log

Vc- number of cfu/ ml (one or two plates)

N- test suspension (jtk) *0,025

NT- validation of the neutralization-dilution method

NC- neutralizer control

Nc- water control (log)

Nts- number of residual cfu recovered from test surface

Nd- number of microorganisms on the surface after applying the product (log)
R- reduction Nc-Nd (log)

Date: 13.04.2022

Authorized by: Daria Depa, Senior Specialist Analyst, Cosmetics Microbiology Laboratory
Approved by: Hanna Wachowska, Laboratory Director (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of J.S. Hamilton Poland Sp. z 0.0. Responsibility of J.S. Hamilton
Poland Sp. z o.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure.
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J.S. HAMILTON POLAND Sp. z o.0.
LABORATORIUM BADAWCZE
ul. Chwaszczynska 180, 81-571 Gdynia, POLAND tel. +48 58 766 99 00
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ANALYST
REPORT OF ANALYSIS No. L102366/22/JSHR
Client Sample description (according to declaration of Client)
ECOCHIM-GRUP SRL Dezinfectant Universal "Bio-Dez"
OR. OTACI, STR. VOITOVICI 21 Lot/Batch: -
2059 CHISINAU Production date: 21.05.2022
Expiration date: 21.09.2025
Sampling date: 29.09.2022
Sampling quantity: 1x 500ml
Sample temperature: 17°C
Reception hour: 12:30
Responsible for sampling: Crestinav Alexandr
Sample received: 2022-10-19 Sample condition with no objections
Analysis completed
(the date of performance of the laboratory activity): Z02ETIZR05 Order of 2022-10-18
Report dated: 2022-12-05 The samples were delivered by Client
Test Method Unit Result
Product undiluted (100%) shows
fungicidal activity at 60 seconds, 20°C, in
dirty conditions (3g/L bovine albumin) at
reference strains: Candida albicans ATCC
* Bactericidal and/or fungicidal activity of 10231 and Aspergillus brasiliensis ATCC
disinfectants on non-porous surfaces - PN-EN 13697 +A1:2019-08 - 16404.
quantitative methad? Product diluted to 50% shows yeasticidal
activity at 60 seconds, 20°C, in dirty
conditions (3g/L bovine albumin) at
reference strain: Candida albicans ATCC
10231.

Y The results of the analysis in attachment No 1 to the report of analysis.

THE END OF THE REPORT

Authorized by: Agnieszka Erber, Cosmeties Microbiology Laberatery Manager
Approved by: Hanna Wachowska, Labaoratory Director (Approved with electronic signature)

Laboratory: Tychy 43-100, Gozdzikow 1

The results refate to the analysed samples only. Unless otherwise specified given expanded measurement uncertainty was estimated for the coverage factor k=2 at 95% confidence level, Sampling uncertainty
has not been taken into consideration. Unless otherwise specified when conformity is stated J.5. Hamitton Poland Sp. z o.0. applies the simple acceptance decision rule in accordance with ILAC-GB:09/2019. This
Repart cannot be reproduced partially without a prior written consent of J.S. Hamilton Poland Sp. z o.0. Responsibility of .S. Hamilton Poland Sp. z o.0. is restricted exclusively to the results and statements
presented in original copy of the Report. The setvice confirmed by this Report is subject to the General Terms and Conditions of Services of 1.5. Hamilton Poland Sp. z 0.0, published on www.hamilton.com.pi

* Test method accredited; # Test performed by external provider
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HAMILTON

ENCLOSURE No. 1 TO REPORT OF ANALYSIS NO. L102366/22/JSHR

A) IDENTIFICATION OF THE SAMPLE

Name of the product Dezinfectant Universal "Bio-De2"
Ethyl alcohol 72-76%, CAS 64-17-5 and CE 200-578-6
Active substance Benzalkonium chloride 0,024-0,029%, CAS 68424-85-1 and CE 270-325-2

Methylthioninium chloride 0,00024%, CAS 61-73-4 and 200-515-2

B) TEST METHOD AND ITS VALIDATION

PN-EN 13697+A1:2019-08

Chemical disinfectants and antiseptics — Quantitative non-porous
surface test for the evaluation of bactericidal and/or fungicidal activity
Method of chemical disinfectants used in food, industrial, domestic and
institutional areas — Test method and requirements without
mechanical action {phase 2, step 2)

Polisorbate 80- 30 g/l, saponine- 3 g/, cysteine- 1g/l, histidine- 1g/I,

Neutrali . .
e sodium thiosulfate 7,5g/I

C) EXPERIMENTAL CONDITIONS
Product test concentrations (%V/V) | 0,01%, 50%, 100%

Test temperature 20°C+/-1°C

Contact time 1 minute fungi

Interfering substance Dirty conditions: 3,0 g/l bovine albumin
Product diluent Sterlle hard water

Temperature of incubation 3011°C fungi

Identification of the bacterial and
fungal strains used: Aspergillus brasiliensis ATCC 16404
Candida albicans ATCC10231

Date: 01.12.2022 1

Authorized by: Agnieszka Erber, Manager, Cosmetics Mfcrcbiology Laboratory
Approved by: Hanna Wachowska, Laboratory Directdr (Approved with qualified electronic signature)

This enclosure is an inseparatable part of the report of analysis and cannot be reproduced partially without a priori written consent of 1.5, Hamilton Poland Sp. z o.0.
Responsibility of 1.S. Hamilton Poland Sp. 2 o.0. is restricted exclusively to the results and statements presented in an original copy of the enclosure,
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. HAMILTON

REPORT OF ANALYSIS No. 80249/21/ROBCH

Client Sample number:

ECOCHIM-GRUP SRL 80249 /21 /ROBCH

OR. OTACI, STR. VOITOVICI 21 Sample description (according to declaration of Client)

2053 CHISINAU DEZINFECTANT UNIVERSAL "BIO-DEZ"
Lot: -

Data fabricatie: 01.10.2021

Data expirarii: 01.10.2024

Data prelevarii: -

Cantitate prelevata: 1 x 500 ml

Responsabil prelevare: CRESTINOV ALEXANDR
Ora receptiei probei: 15:30

Temperatura receptie proba: 15°C

Sample received: 11.10.2021 Sample condition with no objections
Tests performed: 21.10.2021
Tests completed: 13.12.2021 Order of 11.10.2021
Report dated: 13.12.2021 Sampling and delivery were carried out by client.
Test Method Unit Result
Test method performed by the
subcontractor; the results are taken in
# * Quantitative suspension test for full from the test report No D/21/
the evaluation of bactericidal activity | EN 13727:2012+A2:2015 = B0645, issued by the subcontractor.
in medical area The results of the analysis are listed
starting with enclosure Nol to report
of analysis.

Elaborated by: Mariana Ilinca, Manager of Microbiological Laboratory
Authorized by: Mariana Ilinca, Manager of Microbiological Laboratory
Approved by: Alina-Roxana Mihai, General Manager (Approved with qualified electronic signature)

Laboratory: Bucuresti 041914, sos. Berceni nr.8

Responsabilitatea esantionarii/ prelevarii probelor apartine solicitantului. Rezultatele se refera numai la obiectul supus incercarii. Daca nu se specifica altfel, incertitudinea de masurare a
fost estimata pentru coeficientul K= 2 si nivel de incredere 95%. Fara aprobarea scrisa a laboratorului acest raport de incercare nu poate fi reprodus decat integral. Responsabilitatea
S.C. J.S. HAMILTON ROMANIA S.R.L. se refera exclusiv |a rezultatele si declaratiile prezentate in raportul original. Opiniile si interpretarile continute in prezentul raport de incercare nu
sunt acoperite de acreditarea RENAR. Pentru detalii suplimentare va rugam sa solicitati Certificatul de Acreditare la adresa de email bucharest@hamilton.com.pl

* Test method accredited # Test performed by external provider

g Non accredited methods Page 1/1 PGL 09 FO1 Ed. 1 Rev. 1
I —
1.S. Hamilton Romania S.R.L.

8 Berceni Street, 041914 Bucharest, Romania, tel. +40 21 634 10 81

bucharest@hamilton.com.pl, www.hamilton.com.pl



HAMILTON
ROMANIA

M

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80249/21/ROBCH

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

DEZINFECTANT UNIVERSAL "BIO-DEZ"

Expiration date: 01.10.2024.

Manufacturer (supplier): Ecochim-Grup SRL.

Storing conditions: Dry, without sun, 5-25 Celsius degree.
Conditions of use: Hygienic handrub, surface disinfection,
medical instruments disinfection, surgical handrub

Active compound/s and its concentration/s

Ethyl alcohol 72-76%, CAS 64-17-5 and CE 200-578-6.
Benzalkonium chloride 0.024- 0.029%, CAS 68424-85-1 and
CE 270-325-2, Methylthionibium chloride 0.00024%, CAS 61-
73-4 and 200-515-2

Concentrations requested for the assay

Pure (80%).

B) TEST METHOD

Performed in accredited contracted partner laboratory,
Scope of Accreditation Nr. 648/LE1286

Report Registration No. D/21/B0645

Quantitative evaluation assay of the bactericidal activity
under dirty conditions, in the medical area (phase 2, step
1) with product Desinfectant Universal* “Bio-Dez”, (UNE-
EN 13727: 2012 + A2: 2015 Standard).

UNE-EN 13727: 2012 + A2: 2015. Chemical disinfectants and
antiseptics. Quantitative suspension test for the evaluation of
bactericidal activity of chemical disinfectants for instruments

used in Medicine. Test method and requirements (phase 2, step
1). AENOR.

Testing method

DESIN-1031-b /EN 13727: 2012 + A2: 2015

C) INFORMATION ABOUT SAMPLE RECEPTI

ON

Date of reception of order with test conditions

21.10.2021

Date of reception of the sample

25.10.2021

Aspect of the received product

Blue liquid in plastic package

D) METHOD OF ASSAY AND ITS VALIDATION (UNE-EN 13727: 2012+A2: 2015 Standard.)

Method used

Dilution-neutralization

Neutralizer

Tryptone 5 g/L, yeast extract 2.5 g/L, dextrose 10 g/L, sodium
thioglycolate 1 g/L, sodium thiosulfate 1 g/L, sodium bisulphite
2.5 g/L, soya lecithin 7 g/L, polysorbate-80 5 g/L, glycine 1 g/L,
1-histidine 1 g/L and saponin 30 g/L.

E) EXPERIMENTAL CONDITIONS

Assay period

2021/11/10 to 2021/11/14.

Solvent of the product used in the assay

Sterile distilled water.

Product concentrations for the assay

Pure (80%), 50%, 0.1%

Aspect of the dilutions of the product

Pure (80%) and 50% blue liquid;
0.1% transparent.

Contact time

60 seconds

Assay temperature

+20°C + 1°C

Interfering substance

Bovine serum albumin 3 g/L and erythrocytes 3 mL/L.

Stability of the mixture (interfering substance and
product diluted in sterile distilled water)

Stable

Temperature of incubation

+36°C+ 1°C

Identification of the strain used

— Pseudomonas aeruginosa (CECT 116 = ATCC 15442).
— Staphylococcus aureus (CECT 239 = ATCC 6538).

— Enterococcus hirae (CECT 4081 = ATCC 10541).

— Escherichia coli K12 (CECT 433 = NCTC 10538).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.

*Test method accredited # Test performed by subcontractor. @ Non accredite

d methods.

JS. HAMILTON ROMANIA S.R.L.

8 Berceni Street, 0

41902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0

Page 1 of 6

Date: 08.12.2021
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)




.H-I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80249/21/ROBCH
Results of the assay

o Acscayofvahdatton ... ... ... Seetables1.2,4.5. 7,8 10 and 11.
e Ewvaluation of bactenicidal activaty......... See tables 3. 6, 9 and 12

» Number of replicates per assay orgamism . 1.

Special remarks

— All controls and vahidation were between the basic linuts.

— At least one concentration of the sample showed a log reduction lower than 5 log.

— At least one concentration of the sample showed a log reduction higher than 5 log.

— The highest concentration that can be assayed in the test (80%) 1s due to the muxtures
to perform the assay.

— No precipitate formed during the test procedure (the test nuxtures were
homogeneous).

Conclusion

The product Desinfectant Universal“Bio-Dez”, batch not mdicated, when 1s pure (80%).
shows bactericidal activity after 60 seconds at 20°C + 1°C. under dirty conditions
(bovine serum albumin 3 g/l and ervthrocytes 3 mlI/L). for the reference strains
Pseudomonas aeruginosa (CECT 116 = ATCC 15442), Staphyvlococcus aurens (CECT
239 = ATCC 6538). Enterococcus hirae (CECT 4081 = ATCC 10541) and Escherichia
coli K12 (CECT 433 =NCTC 10538), when tested according to UNE-EN 13727: 2012 +
AZ: 2015 Standard.

Note: The results obtained correspond to the sample recerved m the laboratory.
Quality Assurance Review:

The assay development and the results obtained have been supervised by the Director of the
study.

The Quality Assurance Director has mspected the development of the assay. proving that has
been realized following the proper procedure and using the adequate media. materials. and

reagents. following the Good Laboratory Practices (GLPs) as well and the final report
contains the primary data obtamed.

Reference

+« TUNE-EN 13727: 2012 + A2: 2015. Chenucal disinfectants and antiseptics. Quantitative
suspension test for the evaluation of bactericidal activity of chemucal dismfectants for
mstruments used m Medicine. Test method and requirements (phase 2, step 1). AENOR

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0

Page 2 of 6
Date: 08.12.2021

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



.H-I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80249/21/ROBCH

Results of the assay (Bactericidal suspension) with Psendomonas aernginesa (CECT 116
=ATCC 15442).

Seeding: Pour plate; No. of plates: 1/mL.

Table 1.-Validation and controls

Suspension of Control of Control of neutralizer Validation of the
validation (Vig) experimental (B) method (C)
conditions (4) Sample concentration:
Pure (20%)
Va 61 |x= |Fa 53 |A=54 |Va 46 [x=438 [Fa 47 | x=
Ve 56 |38.5 Fea 55 Fia 50 | ! 37 (395
30 < x of Mg < 1607 xofdesz205Xde xof Bes>0.5Xde xof Cesz 0.5 Xof
My? Nwg, or 0.0005 Nvg? Nag?
Yes Yes Yes Yes
Suspension of X=60
validation (Vvg) Fe1: 57 Ve 63 30 = x de Myg/1000 =<
1607
Yes

Table 2.-Suspension of the assay

N Ve Vea
Xwm=225%10% 1lg N=835
& 7 g :
1001 217 | 234 | g = N110: g Vo =7.35
717 <1lg Ma £ 7.707

Suspension of assay (IV and Ny)

107 21 232 Ves
Table 3.-Results of the activity assays with the sample
Concentrations | Dilutions Lg Na=lg Lz R Time of
of the sample steps Ve Fea (Xx10e |(LgM=735)| contact
(%) Ko x 10) (seconds)
. Na® =14 =14 -
0 <=7 =5
Pure (80%) KPRl =14 4 2.15 520 60
Na® <14 =14
%4 = =2 =52
50% R7E] 214 =14 15 0 60
Na® =330 =330
1] o Ly | -:::’:l
0.1% Nod 330 330 =432 283 60
Explanations:

Fe = number per mL (one or two plates); Xwm = weighted mean of X
X =mean of Ve1 and Vez (duplicate of 1 + 2):
Logarithmic reduction R: (lgR = lg N —1g Na).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.

JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0
Page 3 of 6
Date: 08.12.2021
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80249/21/ROBCH

Kesults of the assay (Bactericidal suspension) with Sraphyviococens aurens (CECT 230 =

ATCC 6538).

Seeding: Pour plate; No. of plates: 1/mL.

Table 4.-Validation and controls

Suspension of Control of Control of neutralizer Validation of the
validation (Vye) experimental (B) method (C)
conditions (4) Sample concentration:
Pure (80%:)
Foa 7 | X=74 | Fa 68 |X= Vi1 75 | X= Vo 70 | X=066
Fer 71 Ve 69 |68.5 Fer 82 |78.5 Ve 62
30 < x of Vg < 1607 xofdes=205Xde xof Bes= 05X de xof Ces=20.5Xof
Mg? Mg, or 0.0005 Nvg? Nvg?
Yes Yes Yes Yes
Suspension of Fri: 79 Fea 86 X=825
validation (Nvg) 30 =% de Mee/1000 =
1607
Yes
Table 5.-Suspension of the assay
N Vg Ve
Suspension of assay (/V and V) i . Xwm=340x10% lg N=853
107 | 2330 | >330 | 0 N0 1g Ne=7.53
= 7.17 <lg Ny <7.70?
10 i3 35 Yes
Table 6.-Results of the activity assays with the sample
Concentrations | Dilufions Lg Na=1Ig lgR Time of
of the sample steps Fa Fe2 (Xx100 [(LgM=753)| contact
{%a) KXo x 10) (seconds)
Na® =14 =14
iy > <2. =5.
Pure (80%) Nl Z14 14 15 38 60
Na? =14 =14 z
L =) =
50% i = = 215 5.38 60
Na? =330 =330
L gV, i | <
0.1% N2 ~330 330 452 3.01 60
Explanations:

Ve = number per mL (one or two plates); Xwm = weighted mean of X
X =mean of Ve and Vez (duplicate of 1+ 2);
Logarithmic reduction R: (lgR = lg No— lg Na).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0

Page 4 of 6
Date: 08.12.2021

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



.H-I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80249/21/ROBCH

Results of the assay (Bactericidal suspension) with Enferococcus hirae (CECT 4081 =
ATCC 10541).

Seeding: Pour plate; No. of plates: 1/mL.

Table 7.-Validation and controls

Suspension of Control of Control of nevtralizer Validation of the
validation (Vie) experimental (B) method (C)
conditions (4) Sample concentration:
Pure (80%)
Fea 41 |X=43 |[Fo H | X= Vo 37 | X= Ver 35 [X=36
Ve 45 Ver 43 (415 (Ve 40 |385 [V 37
30 = x of Mg = 1607 xofdes= 05X de xof Bes=0.5Xde xof Ces 205X of
Nwyg? Nug, or 0.0005 Nvg? Nig?
Yeg Yes Yes Yes
Suspension of A=405
validation (Mvg) Fr1:39 Ve 42 30 < x de Mep/1000 <
1607
Yes

Table 8.-Suspension of the assay

N Fep Fea
Xwm=161x10% le N=820
5 245
10 167 | 15% | np=N/10:1g M =720
7.17 <1g No = 7.707

Suspension of assay (V and Ng)

10 17 16 Yes
Table 9.-Results of the activity assays with the sample
Concentrations | Dilutions LeNa=Ig LeR Time of
of the sample steps Fei Vez (Xx100 |(LgM=720)| contact
(%a) Xowm x 10) (seconds)
Na® <14 =14 -
X -:'_:1 =
Pure (80%) Fot = e 2.15 5.05 60
Na® 15 14
0. ',
50% N = = 216 5.04 60
Na* =330 =330
o =4 & =)
0.1% o i s 452 2 68 60
Explanations:

Fe = number per mL (one or two plates); Xovm = weighted mean of X
X =mean of ey and Vez (duplicate of 1 + 2);
Loganthnme reduction R: (1gR = lg No —lg Na).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0
Page 5 of 6
Date: 08.12.2021
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



.H-I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 80249/21/ROBCH

Eesulis of the assay (Bactericidal suspension) with Escherichia coli Ki2 (CECT 433 =
NCTC 10538).

Seeding: Pour plate; No. of plates: 1/mlL.

Table 10.-Validation and controls

Suspension of Control of Control of neutralizer Validation of the
validation (Vi) experimental (B) method (C)
conditions (4) Sample concentration:
Pure (80%)
Va 58 |X=60 |Fa H# |x=45 [Fa 51 |X=50 |Fa 43 |x=41
Vi 62 Fez 44 | e 49 | 39
30 £ x of Vi < 1607 xofdesz05Xde xofBesz05Xde xof Ces=05Xof
Mg? Ny, or 0.0005 Neg? MNug?
Yes Yes Yes Yes
Suspension of X=35
validation (Vvg) Fri: 54 Ve 56 30 < x de Mvp/1000 <
1607
Yes

Table 11.-Suspension of the assav

N Fey Fea
Xm=249x10° . le N=8.40
- g i 270
100 | 281 | 259 | oo A710: Ig No=T7.40
717 <1g Na £ 7.707

Suspension of assay (JV and Ng)

107 22 25 Yes
Table 12.-Results of the activity assayvs with the sample
Concentrations | Dilutions LgNa=lg LeR Time of
of the sample steps Fa Fez (Xx100 |(LgM=740)| contact
(%a) X x 10) (seconds)
Na® <14 <14 -
i <} =i T
Pure (80%) o = == 215 5.25 60
Na’ =14 =14 : ¥
Lk =7 e
50% N 13 — 2.15 5.25 60
Na® =330 =330
o =4 57 <7
0.1% o e 452 2.88 60
Explanations:

Fe = number per mL (one or two plates); Xowm = weighted mean of X
X =mean of ¥e1 and Vez (duplicate of 1+ 2);
Loganithmic reduction B: (1gR =lg Ny —1g Na).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0
Page 6 of 6
Date: 08.12.2021

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



. HAMILTON

REPORT OF ANALYSIS No. 17898/21/ROBCH

Client Sample number:

ECOCHIM-GRUP SRL 17898 /21 /ROBCH

OR. OTACI, STR. VOITOWVICI 21 Sample description (according to declaration of Client)
2053 CHISINAU DEZINFECTANT UNIVERSAL "BIO-DEZ"

Sample quantity: 1 pcsx 1L

Production date: 26.01.2021

Expiration date: 26.01.2024

Sampling date: 22.02.2021

Sample temperature: 15°C

Reception hour: 15:00

Responsible for sampling: Crestinov Alexandr

Sample received: 15.03.2021 Sample condition with no objections

Tests performed: 21.04.2021

Tests completed: 16.06.2021 Order of 15.03.2021

Report dated: 16.06.2021 Sampling and delivery were carried out by client.

Test Method Unit Result

# * Chemical disinfectants and
antiseptics. Quantitative suspension
test for the evaluation of
mycobactericidal activity of chemical
disinfectants in the medical area
including instrument disinfectants.
Test methods and requirements
(phase 2, step 1)

Test method performed by the
subcontractor; the results are taken in
full from the test report No D/21/
EN 14348: 2005 = B0152, issued by the subcontractor.
The results of the analysis are listed
starting with enclosure Nol to report
of analysis.

Elaborated by: Mariana Ilinca, Manager of Microbiological Laboratory
Authorized by: Mariana Ilinca, Manager of Microbiological Laboratory
Approved by: Alina-Roxana Mihai, General Manager (Approved with qualified electronic signature)

Laboratory: Bucuresti 041914, sos. Berceni nr.8

Responsabilitatea esantionarii/ prelevarii probelor apartine solicitantului. Rezultatele se refera numai la obiectul supus incercarii. Daca nu se specifica altfel, incertitudinea de masurare a
fost estimata pentru coeficientul K= 2 si nivel de incredere 95%. Fara aprobarea scrisa a laboratorului acest raport de incercare nu poate fi reprodus decat integral. Responsabilitatea
S.C. J.S. HAMILTON ROMANIA S.R.L. se refera exclusiv |a rezultatele si declaratiile prezentate in raportul original. Opiniile si interpretarile continute in prezentul raport de incercare nu
sunt acoperite de acreditarea RENAR. Pentru detalii suplimentare va rugam sa solicitati Certificatul de Acreditare la adresa de email bucharest@hamilton.com.pl

* Test method accredited # Test performed by external provider
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REPORT OF ANALYSIS NO 17898/21/ROBCH

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

DEZINFECTANT UNIVERSAL "BIO-DEZ"
Expiration date: 26.01.2024

Manufacturer (supplier): ECOCHIM-GRUP
Storing conditions: Dry, without sun, 5-25 Celsius
degree.

Conditions of use: Handrub

Active(S) substance (S) and its concentration(s)

Ethyl alcohol 72-76%, CAS 64-17-5 and CE 200-578-
6; Benzalkonium chloride 0.024-0.029%, CAS 68424-
85-1 and CE 270-325-2; Methylthioninium chloride
0.00024%, CAS 61-73-4 and 200

Concentrations requested for the assay

3%/ on May 5 the client requested to perform the test at
80% concentration (Pure).

B) TEST METHOD

Performed in accredited subcontracted partner laboratory: Scope
of Accreditation Nr. 648/LE1286

Report D/21/B0152 Mycobactericidal and tuberculocidal
activity of chemical disinfectants in the medical area including
instrument disinfectants under clean conditions with the product
DEZINFECTANT  UNIVERSAL  "BIO-DEZ"  with
deviations from the standard (UNE-EN 14348: 2005 Standard)

UNE-EN 14348: 2005. Chemical disinfectants and
antiseptics . Quantitative suspension test for the evaluation of
mycobactericidal activity of chemical disinfectants in the
medical area including instrument disinfectants. Test
methods and requirements (phase 2, step 1). AFNOR

0) METHOD OF ASSAY AND ITS VALIDATION (UNE-EN 14348: 2005 Standard)
Testing method DESIN-1052-b // EN 14348: 2005
Method used Dilution-neutralization
Neutralizer Tryptone 5 g/L, yeast extract 2.5 g/L, dextrose 10 g/L,

sodium thioglycolate 1 g/L, sodium thiosulfate 1 g/L, sodium
bisulphite 2.5 g/L, soya lecithin 7 g/L, polysorbate-80 5 g/L,
glycine 1 g/L, I-histidine 1 g/L. and saponim 30 g/L.

D) INFORMATION ABOUT SAMPLE RECEPTION

Date of reception of the sample

24.03.2021

Date of reception of order with test conditions

14.04.2021: 3% concentration
05.05.2021: 80% concentration

Aspect of the received product

Blue liquid in plastic package.

E) EXPERIMENTAL CONDITIONS

Assay period

2021/04/12 to 2021/05/24 (including prior preparation of the
strains)

Solvent of the product used in the assay

Sterile hard water

Product concentrations for the assay

Pure (80%), 3% and 0.1%

Aspect of the dilutions of the product

Pure (80%) Blue liquid; 3% and 0.1% transparent

Contact time

60 seconds

Assay temperature 20°C £ 1°C

Interfering substance Bovine albumin 0.3 g/L
Stability of the mixture (interfering substance and product stable

diluted in sterile hard water)

Temperature of incubation 36°C£1°C

Identification of the origin of viral stains and number of passes

Mycobacterium avium ( ATCC 15769)
Mycobacterium terrae (CECT 3028 = ATCC 15755)

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
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. Results of the assay

Control and validation assays............... Seetables1,2,4andS5
Evaluation of mycobactericidal activity...  See tables 3 and 6.
Number of replicates for each assay

IMCTOOTZATISIHL .. cmrisiininsssaiasnssns L

Special remarks

— All confrols and validation were between the basic limits.

—  One concentration of the sample at least showed a log reduction less than 4 log.

—  One concentration of the sample at least showed a log reduction higher than 4 log.

— The highest concentration that can be assayed in the test (80%) is due to the mixtures to
perform the assay.

—  When the client requested to perform the test at 80% concentration, the test had been started,
using hard water.

Conclusion

The product DEZINFECTANT UNIVERSAL ,,BIO-DEZ”, batch not indicated, when tested
pure (80%), shows mycobactericidal activity after 60 seconds at 20°C under clean conditions
(bovine albumin 0.3 g/L), against Mycobacterium avium (ATCC 15769) and Mycobacterium
terrae (CECT 3028 = ATCC 15755), when tested as required by UNE-EN 14348: 2005
Standard with deviations from the standard since the dilutions of the product, ready to use,
have been prepared in sterile hard water instead of in sterile distilled water. The client informed
us that the product was ready to use once the test have been started.

Note: The results obtained correspond to the sample received in the laboratory.
Quality Assurance Review:

The assay development and the results obtained have been supervised by the Director of the
study,

The Quality Assurance Director has inspected the development of the assay, proving that has
been realized following the proper procedure and using the adequate media, materials and
reagents, following as well the Good Laboratory Practices (GLPs) and the final report
contains the primary data obtained.

Reference:

» UNE-EN 14348: 2005, Chemical disinfectants and antiseptics. Quantitative suspension
test for the evaluation of mycobactericidal activity of chemical disinfectants in the
medical area including instrument disinfectants. Test methods and requirements (phase 2,
step 1). AENOR.

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
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Table 1.-Assay with Mycobacterium avium (ATCC 15769): Validation and controls.

Suspension of  Control of experimental Validation of the
valhdation conditions (A4} Neutralizer (B) method {C) with
(Nw) sample concentration:
Pure (80%)
Fey 135 X= Fiey 125 Fe 121 Fey 130 X=
Vea| 124 | 1295 | ¥Feu 19 | X122 Fea 17 | X1 Ves 119 124.5
W<xofNwp= 1607 | xofdis=205x X of xofBis=0.5xof xof Cisz 0.5 X of
Yes Nuw? Yes Nw? Yes Nw? Yes

Table 2.- Assay with Mycobacteritim avium (ATCC 15769): Suspension of the assay.

Suspension of N | Veo | Vea Xum=4.85 x 10°=1g=9.69
the assay (N'y 107 | =660 >660 No=N10=1g=8.69
No) 0% | 5] 46 8.17 < No< 8.707 Yes

Table 3.- Assay with Mycobacterium avium (ATCC 15769).

Concentrations Lg Na=lg LgR Time of
of the sample | Dilutions Ve Fiea (Ax100 (lghy= 8.69) | contact
(%) Xwm x 10) (seconds) |
10" <14 <14 '
10! <14 <14
Pure (80%) 102 =14 <14 <2.15 =6.54 60
10 =14 <14
__lg':' | =660 =660
107 =660 =660
10 =660 =660
10° =660 =660
107! =660 >660
0.1% 102 =660 =660 =082 =1.87 60
107 >660) >660
Ohservations:

N 107: =330 + >330; =330 + >330;

10% 28 +23; 27 + 19;

Nvg: 74+ 61; 59 +65;
A: 68 + 57, 60+ 59,
B: 63+ 58; 71 +57;
C: 724 58; 55+ 64

Na Pure (80%) 10% 0+ 0; 0+ 0;
3% 10°% >330 + >330; >330 + >330;
0.1% 107 =330 + >330; =330 +>330;

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
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Date: 09.06.2021
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Table 4.-Assay with Mycobacterium terrae (CECT 3028 = ATCC 15755): Validation and

controls.
Suspension of Control of experimental Validation of the
validation conditions (A) Neutralizer (B) method (C) with
(Nw) sample concentration:
Pure (80%)
Fey | 53 _ L .V_r:'sl 5_4_ _ Vey 50 . Fey 49 —
£ I 70 = Rl 0 I [l I 0 T sl
J0<xof Nw<160? | xofdis=20.5x X of xof Bisz 0.5 x of xof Cisz20.5 X of
Yes Nwo? Yes Nuwp? Yes Nvg? Yes |
Table 5.- Assay with Mycobacterium terrae (CECT 3028 = ATCC-15755): Suspension of
the assay.
Suspensionof | N | Vo Ver Xom=2.10% 10°=1g =934
the assay (N y 107 | 227 211 No=N10=1g=18.34
No) 10°* 21 22 8.17<Np< 8.70? Yes

Table 6.- Assay with Mycobacterium terrae (CECT 3028 = ATCC 15755).

Concentrations Lg Na =g LgR | Time of
of the sample | Dilutions Fri Fea (Xx10o0 (lgNp=8.34) | contact
(%) Xwm x 10) ( seconds)
10° <14 <14 :
10! <14 <14
ill,
Pure (80%) 107 <14 =14 <2.15 >6.19 60
10 <14 <14
107 =660 =660
107 =660 >660)
3% 17T 660 660 >682 | <152 60
10 =660 =660
10° =H60 =060
10" >66() >660
0.1% 102 =660 660 >6.82 <].52 a0
103 =660 =660
Observations:

N 107103 +124; 99+ 112;

10% 1348 10+ 12;

Nug: 20+ 24: 32 + 25;
A:31+23; 26+ 24;
B 19+31,27+21;
C:33+16,21 +24;

Explanations:
Fe: Counts per mL
Xwm: ponderated mean of X

Na Pure (80%) 10% 0+ 0; 0+ 0;
39 10r% =330 + >330; >330 + =>330;
0.1% 107 =330+ =330; =330+ >330;

X: Values of ¥y and Fea (1. + 2. duplicates); R: reduction (LgR = 1gNy — Igha)
£: reduction (LgR = 1gh — 1gNa)

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
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Laboratory: Bucharest 041914, 8 Berceni Street.
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REPORT OF ANALYSIS No. 60362/23/ROBCH

Client Sample number:
ECOCHIM-GRUP SRL 60362/23/ROBCH
OR. UNGHENI, STR. NATIONALA 119 Sample description (according to declaration of Client)
- REPUBLICA MOLDOVA Dezinfectant Universal "Bio-Dez"
Lot: -

Data fabricatiei: 05.08.2023

Data expirare: 05.08.2026

Data receptiei probei: 23.08.2023
Cantitate prelevata:500 ml

Responsabil prelevare: Cristinov Alexandr
Ora receptiei probei: 12:30

Temperatura receptie proba: 17°C

Sample received: 24.08.2023 Sample condition with no objections

Tests performed: 30.08.2023

Tests completed: 30.10.2023 Order of 24.08.2023

Report dated: 30.10.2023 Sampling and delivery were carried out by client.

Test Method Unit Result

Test method performed by the
subcontractor; the results are taken in
full from the test report No D/23/
UNE-EN 14476:2014 + A2:2019 - V0259, issued by the subcontractor.
The results of the analysis are listed
starting with enclosure No1l to report
of analysis.

# * Chemical disinfectants and
antiseptics. Quantitative suspension
test for the evaluation of virucidal
activity in the medical area

Test responsible: Mariana Ilinca, Manager of Microbiological Laboratory
Validated by: Mariana Ilinca, Manager of Microbiological Laboratory
Authorized by:  Alina-Roxana Mihai, General Manager (Approved with qualified electronic signature)

Laboratory: Bucuresti 041914, sos. Berceni nr.8

Responsabilitatea esantionarii/ prelevarii probelor apartine solicitantului. Rezultatele se refera numai la obiectul supus incercarii. Daca nu se specifica altfel, incertitudinea de masurare a
fost estimata pentru coeficientul K= 2 si nivel de incredere 95%. Fara aprobarea scrisa a laboratorului acest raport de incercare nu poate fi reprodus decat integral. Responsabilitatea
S.C. J.S. HAMILTON ROMANIA S.R.L. se refera exclusiv la rezultatele si declaratiile prezentate in raportul original. Opiniile si interpretarile continute in prezentul raport de incercare nu
sunt acoperite de acreditarea RENAR. Pentru detalii suplimentare va rugam sa solicitati Certificatul de Acreditare la adresa de email bucharest@hamilton.com.pl

* Test method accredited # Test performed by external provider

@ Non accredited methods Page 1/1 PGL 09 F 01 Ed. 1 Rev. 3
[ _________________________________________________________________________________________________________|

J.S. Hamilton Romania S.R.L.
8 Berceni Street, 041914 Bucharest, Romania, tel. +40 21 634 10 81

bucharest@hamilton.com.pl, www.hamilton.com.pl
A.N.S.V.S.A. Authorization no 115 from 18.06.2018
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 60362/23/ROBCH

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

DEZINFECTANT UNIVERSAL "BIO-DEZ"
Manufacturer(supplier): Ecochim-Grup
Condition of wuse: Instrument disinfection,
disinfection, hygienic handrub.

surface

Active(s) Substance(s) and its concentration(s)

Ethyl alcool 72-76%, CAS 64-17-5 and CE 200-578-6,
Benzalkonium chloride 0.024-0.029%, CAS 68424-85-1 and
CE 270-325-2, Methylthionibium chloride 0.00024%, CAS
61-73-4 and 200-515-2.

Concentration ordered for the assay 80
B) TEST METHOD
Performed in accredited subcontracted partner laboratory: Scope | EN  14476: 2013 + A2: 2019 Standard. Chemical

of Accreditation Nr. 648/LE1286

Report D/23/V0259. Quantitative suspension test for the
evaluation of virucidal activity in the medical area (phase 2, step
1), against Poliovirus type 1, Adenovirus type 5 and Murine

Norovirus with the product “Dezinfectant Universal “Bio-Dez”
(EN 14476: 2013 + A2: 2019 Standard)

disinfectants and antiseptics. Quantitative suspension test for
the evaluation of virucidal activity in the medical area. Test
method and requirements (phase 2/step1).

Testing method

Procedure DESIN-1078 (EN 14476: 2013 + A2: 2019
Standard).

C) INFORMATION ABOUT SAMPLE RECEPTION

Date of reception of the sample

2023/08/30

Date of reception of order with test conditions

2023/09/04.

Aspect of the received product

Blue transparent liquid in plastic container with identification
label.

D) EXPERIMENTAL CONDITIONS

Assay period

2023/09/06 to 2023/09/21.

Assay temperature

37°C £ 1°C

Titration method

TCID50
(Tissue Culture Infective Dose 50%).

Product concentrations for the assay

80%, 50% and 0.1%

Contact time

60 seconds

Contact temperature

20°C£1°C

Procedure to stop product cytotoxicity

Molecular sieving (< 4 columns).

Procedure to stop product activity

Cooling with ice

Solvent of the product used in the assay

Sterile distilled water

Aspect of the dilutions of the product Transparent
Stability of the mixture (interfering substance and product
diluted in sterile hard water/distilled water) Stable

Interfering substance

Dirty conditions in the presence of bovine serum albumin 3
g/L and erythrocytes 3 mL/L.

Identification of the origin of viral stains and number of passes

Poliovirus type 1 (ATCC VR-192)
aliquot: 2023/03/23 passage 2.
Adenovirus type 5 (ATCC VR-5)
aliquot: 2022/06/10 passage 2.
Murine Norovirus (strain S99 Berlin)
aliquot: 2022/06/22 passage 2.

Cell lines (name, origin, number of passes)

Vero, ref: FTVE, working aliquot 4, passages 18 21, 22 and
25.

Raw 264.7, Public Health England, working aliquot 4,
passages 18, 21 and 25

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
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Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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Validation of assayv results

Poliovirus tvpe 1 (ATCC VE-192)

Titre of the viral suspension for the virus control (at the requested test time)

= Dhirkyconditions: sl log 1070
Crytotontictty level (80%)

Maximmum level of vims mactivation detectable (difference between the titre of the viral
suspension and the cyiotoxicity level):
—: Dby oondiions:: i e log 1079

Adenovirus rype 5 (ATCC VR-5)

Titre of the viral suspension for the virus control (at the requested fest time)

= bR e e S log 10982
Crytotonticity level (80%)

Maximmum level of vims mmactivation detectable (difference between the titre of the wviral
suspension and the cyiotoxicity level):
S bR e e S log 10532

Murine Norovirus (strain 592 Berlin)
Titre of the viral suspension for the virus control (at the requested fest time)
= e e e s log 10832
Crytotoxicity level (80%)
Maximum level of vims inactivation detectable (difference between the titre of the wviral

suspension and the cyiotoxicity level):
B i L L s Aoy RS o e SR P VRO L log 107

Reference test (formaldehvde 1.4%)

Cytotoxicity level of formaldebyde 0.7% ..o e log 10720
Viral quantification in the reference test (formaldehyde) after 60 minutes and with
Poliowras type oo i i e e e log 10°%
Wiral quantification in the reference test (formaldehyde) after 60 mimites and with
AT TP & s e e T log 107272
Wiral quanfification in the reference test (formaldelyyde) after 60 mimites and with
IR NIV s s i e S L TR log 107%°

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
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Confidence interval

Titre of virus with 95% confidence interval with Poliovirus type 1 (at the requested

test time)

= Pintycomdione ;s e e log 10°730=037
Titre of wims with 5% confidence interval with Adenovimus fype 5 (at the
requested test time)

T e O e R log 10-682=041
Titre of vims with 95% confidence interval with Murine Norovirus (at the
requested test time) )

—  Darty condiblons ... log 107832=042
Reduction with the confidence imterval of 95% ... Seetablesl 3and5

Sensitivity of cells to virus

— Viral quantification of Poliovirus type 1 with cells not treated by the fest solution with

the test sample . i . Jog 107838
- Wiral quanhﬁcam}ﬂ of Po]lrmms t_vpe 1 wlth ce]ls !reatf:d b*.' ﬂ]f: Eest scriunnn with Eh:&
test sample .. L log 107%
— Viral quantification of Adenovims type 5 with cells not treated by the test solution with
thetest mmple: oo nnsnnse e s ns s e log 1074
—  Wiral quantification of Adenovims type 5 with cells treated by the test solution with the
testrgimple:sorsnsasnvennniins i nrannns s R log 10757
—  Wiral quantification of Murine Norovirus with cells not treated by the test solufion with
thetesbaample oo s log 10246
Viral quantification of Murine Norovirus with cells treated by the test solution with the
S gammple s e S e B e log 1077%°

Note: only can be used to determine the infectivity of cells. those dilutions which: a)
show a low degree of cellular destruction (< 25% of cell monoelaver) and b) produce a
recuction of the title of the virus < 1 logio.

Control of the effectivity of the disinfectant suppression activity

— Wiral quantification of Poliovirus type 1 after 30 minutes on bath ice without exposing

the vimns to the test sample ..o i e log 1074
— Viral gquantification of Poliovirus type 1 exposing the virus to the test sample and
incubated 30 minutes cndcebath ... log 10°%%
— Viral quantification of Adenovirus type 5 after 30 minuies on bath ice without exposing
the virus to thetest sample ... . log 10708
— Wiral quantification of Adenovirus type > exposing the virus to the test sample and
incubated 30 minutes omice bath ... log 10°%%

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
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— Viral quantification of Murine Norovirus after 30 minutes on bath ice without exposing
the virus fo the test sample .o log 10°%%

— Viral quantification of Murine Norovirus exposing the vims to the test sample and
incubated 30 minutes ondcebath ... log 1077 ™

Note: The difference between decimal loganthm of fitre without exposing the virus to
the sample and of the test suspension should be = 0.5,

Special remarks
— All controls and validation were between the basic limits.

To be accepted the assay, at least one concentration of the product must show a log

reduction equal or higher than 4 log. and at least one concentration nmst show a log
reduction lower than 4 log.

9. Assay results

0.1 Description of the results under the requested test conditions

Test concentrations.

reduction obtained with the confidence interval of 95 %
Virus of assay

and vimcidal activity
80%% 0% 0.1%
Poliovirs 27.00= 037 TCIDsq 2.84=0.56 TCID= 0.01 =0.49 TCID=
fvpe 1 Shows Dioes not show Does not show

. =632+ 041 TCIDw 5.07£0.48 TCID= 0.07 £0.48 TCIDx
Adenovirus fype 5 Shows Shows Does not show

: = ; = 7.82=042TCID+ 5582050 TCID= 0.08 £0.54 TCIDsg
Murine Nerovirus Shows Showrs Does not show

Virucidal activity exists when the titre of viras shows a reduction = 4 log.
TCIDsp: Tissue Culture Infectious Dose 50%.

0.2 Tables of results and graphics

See tables 1 to 6 and figures 1 to 3.

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
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*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
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Conclusion

The product “Dezinfectant Universal “Bio-Dez”. batch 60362723/ROBCH. at 80%
concentration, mnder dirty conditions (bovine serum albumin 3 gl and ervthrocytes 3
mL/L), requested by the client and during 60 seconds of confact time and 20°C of
temperature, shows activity against Poliovirus fype 1. Adenovirus type 5 and Murine

Norovirus, when the activity is assayved according with the EN 14476: 2013 + A2: 2019
Standard.

Therefore, the disinfectant tested shows general virucidal activiry at 80% concentrarion,
when the activity is assayed according with the EN 14476: 2013 + A2: 20192 Standard.

Note 1: The results obtained correspond to the sample received in this Iaboratory.

Note 2: The mformation that depend on the information received from the clienf and are
not facilitated by the same one, shown as "not indicated".

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
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Table 1. Results of activity of the test sample with Poliovirus tvpe 1 (ATCC VE-191)
under test conditions requested by the client.

Reduction
: : i with the
Ay Lonngeu- Interfering | Cytoto- logip TCIDsg siinEdeibe
* tration substance | maity after... :
level interval of
0 60 30 60 05 %5
80 0.50 - 050 - - =T.00x£037
3gLBSA+
Test sample 50% FmlL 0.50 B 466 - £ 284056
erythrocytes
0.1% 0.50 749 001049
3gLBSA+
Virns control NA ImlT NA | 758 | 750 - - NA
erythrocytes
To
Formaldehyde g;;'_v; NA 050 | NE | NR 499 | 308 NA
Vires control 0.7% =
75 732
formaldehyde |  (w-v) NA NA | 758 NR NE 732 NA

Control of sensitivity of cells to virus (difference between decimal logarithm of titve using treated
and uatreated cells) ... Jog 100

Control of the effectiveness of the disinfectant suppression activity (difference between decimal
logarithm of titre without exposing the virus fo the sample and of the test
ORI . 2 e B e B R e e e e T TP

NA: not applicable; NE: not realized.

Times recommended by Standard for surfaces: maxmmm 3 or 60 nunutes.

Times recommended by Standard for instroments: maimmim 60 minetes.

Times recommended by Standard for Hygienic treatment of hands by friction and hygienic
handwashing: between 30 or 120 seconds.

PBS: phosphate buffered saline; BSA: bovine serum albumin

Vitucidal activity exists when the tifre of virus shows a reduction = 4 log.

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
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Table 2. Results of the activity of the test sample, with Poliovirus type 1 (ATCC VE-192)
{Assay of titration with 12 wells), under test conditions requested by the client.

i Dilutions To0e*
&L c = | Tekiig Time of tiutions (loglO)*
say it contact
el R e Bl 3 4 3 [ 7] 8] 9 [ 10
0000 | 000D | 00D | OGDD | 000D | 000D | 0000
B0 60sec | 0000 | o000 | oooo | ooon |ooo0 | omoc [oomo| MR | MR | MR
0000 | 0000 | 0000 | D000 | 0000 | 000D | DOOD
3gLBSA FEEE] 380 | DO02 | G200 | DO00
Tezt sample 50% +3ml/L | 60sec | 4444 0403 | 3010 D000 | MR | WR | KR
erythrocytes 4444 #32 | px 300
FET] 444 | 4289 3241 | 0000 | 0000
0.1% 60 sec | 4444 ERELY 0344 | 0200 | 0000 | MR
4444 444 3032 | o001 | o000
3gLBSA 0000 0040 0007
Cvtotoxicity |  B0% +3mLiL MA | o000 Q0 MO0 | MR | MR | KR
eryvihrocytes 000 0

FEREEEEEE|EEHES
g

FEREEREEE BB EEEEE

FEER]
4444
4444
2444
2444 4442
00 0000
a0 000
000 000
FETTRY T FTTTIN FYTT] 3244 | 0000 | 0000
3 =L BSA o 4444 [ 4444 4444 | 4944 3021 | 012 | 0000 | NR
Viras contrl | NA Al 444 | 4444 441 | 4444 3044 | 0003 | 0000
FTET Ry REFEE FEETRE IFTFT] J202 | 0010 | oo
erythrocytes | g ogc | 4454 | 4444 4341 | 444 4310 | 0000 | 0000 | NR
4444 | 4444 4 | 4444 0233 | 2020 | 0000
FTETRy REFEE HE | 0030 | o | oow
F0mm | 448 | 4444 4441 (2004 | oo2o o000 | MR | NR | R
Formal- 0.7% NA 4444 | 4444 2 | sy | 42030 | o000 | 0000
dtivide W) : 3 [ 35| (302 | omor | D000 | omOC | DO
: G0mum | 4484 | 4444 | 2304 | ODOC | 0O0D | ODOC | 000D | MR | ¥R | NE
4454 |44 | opo2 | om0 | o000 | oo0o | 0o
Control of 0,70 3 gL BSA 0000 | 0000 | GOD0 | O00G | ODOD | OGO | 0000
formaldehyde {‘; +3mLla | MNA | oo00 [oop0 | oooo | ODOG | 0000 | 000D | 0000 MR | BER | MR
eytotomeity N ervthrocytes 0000 | 0000 | 0000 | 0000 | 0003 | 0000 | 000D
4454 [T4a4| 4224 | 449 [ 4242 | 424 0371 | 10000 | cooo | oooo
Virus control ] 4444 | 4444 | 4434 | 4449 | 4549 4224 | 0043 | 2000 | 0000 | OODOD
. : 0.7% a4 [ | sas4 | 439t (399 | wws | 4342 | 3020 | oomo | om0
formal {wrs) MNA 3 |3 | 85 | 98 | $E | 25 [ 0321 | 0060 | om0 | oo
dehyde GOmin | 4459 | £443 | 4484 | 4484 [ 4449 | 4344 | g0 | 2000 | 0000 | oooo
499 [ | st | 439 (4394 4414 | 4303 | o020 | oomo | om0
Cells CCCC | ©QCCC | CCCC cooe |cocc| cocoo | cocn | ecoc | 0000
Sensitivity not CCCC | CCCC | CCCC CCCC |oocC| ©ooc |ococ| ecce | COOC KR
oo u*f MA NA Teated CCCC | CCCC | CCCC COCC | QOCC| CCCC |COCC | COCC | 000

ey cooe |coce| ecce | coo [coce| cooc [ecec| oo [ aon
calls to virus Cells | cocc |cooe| cooe | coec |coce| cooe | oow | coce | oooo | mm
teated | cecee coeo| cooe | coec |cooo| ccoo |cocc| ecm | coos

Effectiveness Withoat | CCEC | COCC| CCEC | CCCC |COCC| CCCC |CCCC| 000c | oo
citrol of th 3oL BSA cooe | ccoe| cooe | cooe |coce| ococ [ecce | ooon | oon | wR
COnrEL E & | sample | oeee |ocee| ecee | ecce |eooce| ccoe | cooo | oeco | oo
drzmfectant NA +3mll wih | €occ |coce| cooe | cooe [ecce| cooo | coco [ o000 | oooo
SUDDTes 500 ervihrocytes ccoc | coco| cooc | oo |oocc| oCeC [ococ| cood | o | MR
actvity sample | ~eee | ooco| ccoc | ccce |cooe| coce | ococ | oooo | oood

a): 1to 4. virus present and grade of cytopathec effact in 12 unit= of cellular enlture. or grade of callular
lesions mn the cytotomerty assay.

C = evtopathic effect with presence of virus (m this case and according fo Standard does not take mio
account the degree of cytopathic effect only, the presence or abzence of the same).

{} = no vius present or absence of cellular lesions m the eyvtotomeity assay; MA: not applicable; NE: not
reahzed; BSA: Bowvine serum alburmin: PBS: phosphate buffered saline.

sec: seconds: min- mimtes;

Laboratory: Bucharest 041914, 8 Berceni Street.
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Tahle 3. Results of actvity of the test sample with Adenovirns tvpe 5 (ATCC VR-5),
under test conditions lequemd by the client.

Feduction
K Concen- | Interfering | Cytoto- logio TCIDsg Tg?jthf
-y fration | substance | ety after. . oo _E]:I.CE
level mterval of
i &0 30 60 Q5 2,
min 58 min Min
80% 0.30 = 0.30 - - =632+041
3gLBSA-
Test zample 0% Fml 1 0.50 - 1.75 - B 507048
ervthrocvies
0.1% 0.50 - 6.73 - : 0.07+£048
JgLBSA+
Virus control NA imLT NA | 6021 | 682 - 9 NA
ervthrocvies
Formaldehyde (“:1_; NA 0.5 | NE NE 349 2735 MNA
Vuwcaniol [ O.7% | g | wa (16| MR | MR | o NA
formaldehyde | (wow) o ’ * ’

Control of sensiivity of cells to virus (difference between decimal loganthm of titre using
treated and untreated cells) .. log {08
Control of the effectiveness of the disinfectant suppres;mn 3n:t:1.:m {dlﬁ‘ereme between decimal
logarithm of tfre without exposing the wims to the sample and of the test
T o Tt (O EPERRTPN L Y LTRSS . NTNTUITOPRR |- | |

MA: not applicable; NE: not realized

Times reconmended by Standard for surfaces: maximum 5 or 60 minutes.

Times recommended by Standard for instnmments: maximmm 60 minutes.

Times recommended by Standard for Hygenie treatment of hands by friction and hygienie
handwashing: between 30 or 120 seconds.

PBS: phusph:tte buffered saline; BSA- bovine senumm albumin

Vimeidal activity exists when the titre of virus shows a reduction = 4 log.

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
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Table 4 Results of the activity of the test sample, with Adenovirus type 5 (ATCC VRE-5)
{Assay of titration with 12 wells), under test conditions requested by the client.

A Concen- | Inferfering T e
S X coniact
tration | substance {secimin) | 1 3 3 4 5 3 7 ] 2 10
D000 | G000 | D000 D000 | DO00 | 0000 | D00
B0% 60 zec D000 | ©O00 | D000 QOG0 | GO0 | O0D0 | D00 | HE | WR ¥R
0000 | GO0g | 000 Q000 | DOOD | 0000 | D00
31zLBEA 4433 | 0010 | 0000 | OO0 | 0000 | 0000 | 000D
Tezt sample 0% +3mlL. | 60sec | 2113 (3002 | 0000 | OGMO (0000 | OD00 | 0000 (| NR | NR | BR
R A 4423 | 0000 | 0000 | 0000 | 0000 | oo00 | 0000
3 O 4444 |4 | 444 4344 | 4844 | 4433 | 0003 | DOOD
0.1% Gl sec | 4434 [ 4242 | 2484 | 4844 | 4244 | 1234 | 1000 | 000 | MR | DR
4444 | 4448 | 4424 4444 | 4844 | 4433 [ 2000 | D000
IgL BRA 0000 | GO0 | 0000 0000 | COOG | 0000 | DDOD
Cyvtotoxicity B0%% +3mLT MNA D000 | GO0D | D00 0000 | GDOD | 00O | D00 | NR | WE KR
ervihrocytes 0000 | 0000 | 0000 | o000 | 00D | o000 | COOD
4444 | 444 | 24 4454 | 4844 | 3244 | 2004 | DIOCD
3 /L. BSA H 4444 | 428 | M4 4424 | 4244 | 4302 | 0413 ) 000D | WERE R
s 1T g e 4484 | 2444 | 4940 | 4944 [ 2499 | 3042 | 0001 | 00m0
ImECmant | R 4434 | 3382 | 4334 | 4343 [4344| 3300 | 0033 | 0000
erythrmcytes B0 sec 4444 | 4448 | M4 4424 | 4244 | 4443 | DI02 ) 0000 | WE WR
4444 | 44848 | S 4454 | 4244 | 3440 | 020D | o0l
4444 | 4444 | M0 D001 | 0000 | 0000 | OO0
30 ooam | 4444 | 4444 | 0303 000 | GOOG | OO0 | 0DOD | MR | NE KR
Formal- 0.7% A 4444 | 4448 ) 2033 i 0000 | 0000 | 0000
dehyde (wy) T453 [333% | 0202 | OGO0 | 0000 | 0000 | G000
60 mom | 4444 | 2444 [ 0010 0000 | GOOG | 0000 | 0DOD | NR | NE KR
4444 | 3442 | N D000 | DDOD | 0000 | D00
&;mll_“f o9, | 3ELBSA | . | oooo |coon | oooo | ocoo |cooo | oooo | cooo
z ; +3mL/L ST 0000 | D000 | 000 DOOO | GDOD | ODDO | 00D | NR | NR WE
dehyde ) | eyt D000 | 0000 | 0000 | 000 | coo0 | o000 | cooo
cyvioioXicIty -
4444 14448 | M4 4454 | 4244 | 4444 | Da02 | OO0 | 000D | 0000
Virus contral ; D | 4494 454 | s4ad | ogaad | gaaa | 4444 | 3030 | 0010 | 0000 | 0000
f 3 0.7% 4424 (424 ] 444 4424 | 4244 | 4444 [ 2040 | 0020 | Q000 | D000
: {wv) MNA 4424 |4 | 4 4454 | 4244 | 4344 | 4020 | COOD | QOCD | 0000
dehyde 60 min | 4434 | 4442 | 2484 | 4444 [ 2244 | 4340 | 0200 | 0020 | DOGO | 000
4424 (424 ] 444 4424 | 4244 | 21433 [ 3000 | GORG | Q000 | D000
Cells: | gooe |oooc | ceco | cooce |icooc | cooo | oocc | ovoe
Sanaitiity mot | coce |occe | coce | cooc |ccoc | cooc |coco | ocoo | KR | MR
S MA NA weatsd | COCC |coece| coee | cooc |ccoce | cooc | oooc | oo
. CCCC | OCCC | CCCC | COCC | OCOC | COCC | 0000 | 000w
cells fo varus Cells | cone |coce | coce | cooe |ecoc | coce | oo | meec | ¥R | 3R
mexted | copc |ooec | ecoc | cooe |ecoe | ocoe | ocoo | oooo
Effecivenes e e A e e e ] -
contral of the : 3L BSA | smple | coce |oooc | coce | cooe |coce | cooc | seco | oom
dizinfestant HA =3imll with | €9cc [cece | ecce | coce [ecoe | ecor | soce | oo
SUppIEssion erythrocypes | ™! coot |ooco | coce | cooc |iocoo | cooc | ocoo | oo | MR | MR
Sl smmple | cooe |oooC | ©CoC | COCC |CCoC | cooc | ooco | oooo

ak: 1 to 4, virus present and mrade of cytopathic effect in 12 unifs of celfular coltwe, o grade of cellular
lesions m the cytotoxcity assay.

C = cyvtopathie effect with presence of vous (m this case and according to Standard does not take into
zccount the degree of cytopathic effect only, the presence or absence of the same).

[} = no varus present or absence of cellular lesions in the cytoteroorty assay; NA: not apphicable; MR- not
realized: BSA- Bovine serum albimmn: PBS: phosphate buffered saline.

sec: seconds; min: minwtes.

Laboratory: Bucharest 041914, 8 Berceni Street.
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Table 5. Results of activity of the rest sample, with Murine Norovirus, strain 599 Berlin,
under test conditions requested by the client.

BEeduction
ith the
) Concen- | Interferng | Cyioto- login TCTD e i
Ay traion | substance | xecity after_.. ;an.ﬁdenre
Ll miterval of
0 60 1] 60 0352
oun | sec | mun | mun
80% 0.50 - | 0350 - x =T782£042
L BSA +[—
Test sample 3% 3mL/L 0.50 - 274 - - 358036
ervihrocytes
0.1% 0.50 - | B.24 - - 008054
3L BSA -
Vimis comtrol NA iml/L NA | B41| 832 - - NA
erythrocytes
Formaldehyde gﬁi:; NA 050 | NEE | NR [574 | 499 NA
Vimus control T o : ; = <
formaldehyde s MNA NA (830 NE | NE | 832 NA

Control of sensitivity of cells to vims {d:ﬂ'ermce between decimal luganﬂlm of titre using
treated and untreated cells) .. I-::utrlli]'“‘

Control of the effectiveness of the disinfectant suppression activity (difference between decimal
loganthm of tite without exposing the wviros to the sample and of the test
SIRETHEORY, - o i e e b e .. logl0 0%

NA: not applicable; NE- not realized

Times recommended by Standard for surfaces; maximum 5 or 60 minutes.

Times recommended by Standard for mstroments: maxinmm 60 minutes.

Times recommended by Standard for Hymenic treatment of hands by fiction and hygienic
handwashing: between 30 or 120 seconds.

PRS: phosphate buffered salme; BSA: bovine serum albummn.

Virucidal achivity exists when the tifre of vimis shows a reduction = 4 log.

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
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Table 6. Results of the activity of the test sample, with Murine Norovirns strain 502
Berlin (Assav of titration with 12 wells), under test conditions vequested by the client.

= J - b
cia ik Time of Dhlutions (logl)
Assay tration cubstanea | SOmEEC
S (zecin) 1 2 3 4 5 ] T g 9 10
om0 [oooo | oooo | oooo [oooo | oooo [oooo
0% G0 sec | 0000 | 0000 | oooo | o000 |oo0 | o0O0 | ofop | MR | ¥R | MR
0000 | o600 | oooo | ooo0 [ oooo | oooo | oooo
3L BSA 335 [ 3343 0020 | 0000 | 0000 | G000 | 000D
Tezt sample 50% +3mlT. | 60sec | 4444 | 3020 0122 | OO0 | 0000 | OBO0 | 000D | BR | BR | BR
arythrocytas 4434 | 2708 | o030 | o000 | o000 [ o000 | o000
23y [ aa4s | s e 2344 434 (0303 [ o000
0.1% B0 see | 4454 4499 | 4 | s 4| s | g | 2000 | 00D | MR
a144 | agan | amas | aags [aaaa | gasy | 4ae | 3713 0ol
3gLBsA a0 | omoo | oooo | oomo [oooo | oooo | oooo
Cyiotoxicity | 80% +3mlD | MA | 0000 | 0000 | 0000 | o000 |o000 | o000 (o000 | MR | MR | MR
erpibircyhes 0000 | 0000 | 0000 | o0o0 | o000 [ oo00 | onop
I |8 HE | 49 (48| 49 [0 | 6s | oo
321 BSA 0 2448 | agad | gsas | gads | gade | agaq | g4aq | 0904 | 0000 | MR
Vire contrd | MA A mlL aaey 4449 | 4a4s | sa9e | qeae | a4a4 [ 4409 ) 3303 | 0210
558 [ | e | s [ | 2ass [334s (3313 | ool
eryihrocyies | glsec | 2440 |dgaq | goee | gagq | qaq0 | 2290 | 3321 | 0030 | 0200 | ¥R
a34g | 4400 | 4ae | a4y [4a9a | s34 | omes | 205 | ootp
Iy [ aE | s | a3 0300 | 0000
Imin | 2444 | 4444 | 4aay | da4s (0334 | 022 o000 | 3R | ¥R | MR
Formal- 0.7% A 4448 | 44ae| 4aes | a4 (42 | ma00 | oooo
Bl P I8 [ S | 4 |00 | o000 | onoD
- G0 min | 4484 [4484| da4e | 4440 | 4p00 | 0100 | 000D | BB | BR | MR
2441 |4qn | gaqe | gaae (2300 [ o000 | 000D
Contrel of -
P oo | 3ELBSA | ., | 0000 (0000| 000D | 0000 | 0000 | 0000 | 00GO
. : +3ImlA | 0000 | 0000 | 0000 | o000 | o000 | oooo |opon | R | MR | MR
debyde | fww) | e 0000 | 0000 | 0000 | 0000 [ 0000 | 0000 | o000
cyiotoxcity b -
53 [958 | B4 | 49 | 498 | I3 [ 4449 [ 3041 0000 | OO0
Viorns conteol _ ] 4444 | deee | 4444 | 4984 | 4484 | 4944 | 4040 1000 | oOOD
Py 0.7% 4348 | qqan | gaae | gagy [gage | agee | g | 2433 | 0002 | o000
i () MA [ asss [a3sa| amar | ad4d 4984 | 4494 [ 2444 | 20027 00DD | DGOD
yide 60 min | 4484 | 4484 | do4e | 448 | 4a44 | 4984 | 4244 | 0302 0120 | OOOD
4344 |44y | asas | 424y [ga4a | a3y | 3330 2434 | 0000 | pooo
Cells COCC | COOC | CCOC | COoC | O0CC | ©OOC | DCCC | bE0C | oD
Semtmj_t}r ot CoCC :EEE EL"EE‘ CE‘EC C‘EEC IZDCE EE‘DC CoCC| DoDC NE
it of MA NA Teaed COCC | CCO CCOC | COCC | OCCC | OOOC | COCC | 00CC | 00C

T Calls | CCCC |CCOC| COCC | OOCC | COCC| COGC | COOC | COCC | 0009
cells to s ccoo |ccoc| cooc | coeo |ooccc| cooc | ocoe | oecc | ocoo | MR
meated | cooe |ccoo| cocc | cooc | coce| cooc | cooc | cooc | ocoo
ot " = COCC | CCOC| COOC | CLCC | 00T | COCC | CCoC| oooc | coot
E i WHhoW | Soee | oore| ecor | oo |cece| coce | ecoe| oo | mce | am

pomtsl o flie ; 3_5"153-'* sample | oo |oooo| coor | core [ocec| coce | ecoe| oooc | cooe

dzmiectan Ha +3imlL wim | £ccc |ccoe| coce | cooe |occo| cooo |cooc| owe | ocoe

suppression erythrocytes coce |cooe | cooo | ccoe |ceco| cooe | oeco | cooe | oooa | BR
Sctity smple | cooe |ococ| cooc | cooc |oocc| oooe |cocoo| coco | oem

a): 1 to 4, vous present and grade of cytopathic effect m 12 umits of cellular culture, or mrade of
cellular lesions in the cytotornaty assay.

C = cytopathuc effect with presence of vims (in this case and accordmg fo Standard does not take
into account the degree of cytopathuc effect only, the presence or absence of the same).

0 = no vims present or absence of cellular lesions 1n the cytotomeity assay; MA: pot applicable; NE.:
not realized; BSA: Bovine serum albumin: PBS: phosphate buffered zaline.

Sec: seconds; pun manates.

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 11 of 13

Date: 27.10.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 60362/23/ROBCH

Figure 1. Results of the activity of the test sample under test conditions vequested by the
client with Poliovirus type 1 (ATCC VE-192).

Poliovirus type 1 (ATCC VR-182)
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Figure 1. Results of the activity of the test sample under test conditions requested by the
client with Adenovirus type 5 (ATCC VR-5).
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Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 12 of 13

Date: 27.10.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 60362/23/ROBCH

Figure 3. Results of the activity of the test sample under test conditions requested by the
client with Murine Norovirus strain 599 Berlin,

Murine Norovirus atrain 598 Berlin
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Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 13 of 13

Date: 27.10.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



. HAMILTON

REPORT OF ANALYSIS No. 16417/22/ROBCH

Client Sample number:

ECOCHIM-GRUP SRL 16417 /22/ROBCH

OR. OTACI, STR. VOITOVICI 21 Sample description (according to declaration of Client)
2059 CHISINAU Dezinfectant Universal "Bio-Dez"

Lot: FABR.08.2020

Data fabricatie: -

Data expirarii: 18.02.2025

Data prelevarii:18.02.2022

Cantitate prelevata: 3 x 500 ml
Responsabil prelevare: Crestinov Alexandr
Ora receptiei probei: -

Temperatura receptie proba: 15°C

Sample received: 01.03.2022 Sample condition with no objections

Tests performed: 01.03.2022

Tests completed: 13.04.2022 Order of 01.03.2022

Report dated: 13.04.2022 Sampling and delivery were carried out by client.

Test Method Unit Result

Test method performed by the
subcontractor; the results are taken in
full from the test report No D/22/
UNE-EN 14561:2007 - B0135, issued by the subcontractor.
The results of the analysis are listed
starting with enclosure Nol to report
of analysis.

# * Chemical disinfectants and
antiseptics. Quantitative carrier test
for the evaluation of bactericidal
activity for instruments used in the
medical area. Test method and
requirements (phase 2, step 2)

Elaborated by: Mariana Ilinca, Manager of Microbiological Laboratory
Authorized by: Mariana Ilinca, Manager of Microbiological Laboratory
Approved by: Alina-Roxana Mihai, General Manager (Approved with qualified electronic signature)

Laboratory: Bucuresti 041914, sos. Berceni nr.8

Responsabilitatea esantionarii/ prelevarii probelor apartine solicitantului. Rezultatele se refera numai la obiectul supus incercarii. Daca nu se specifica altfel, incertitudinea de masurare a
fost estimata pentru coeficientul K= 2 si nivel de incredere 95%. Fara aprobarea scrisa a laboratorului acest raport de incercare nu poate fi reprodus decat integral. Responsabilitatea
S.C. J.S. HAMILTON ROMANIA S.R.L. se refera exclusiv |a rezultatele si declaratiile prezentate in raportul original. Opiniile si interpretarile continute in prezentul raport de incercare nu
sunt acoperite de acreditarea RENAR. Pentru detalii suplimentare va rugam sa solicitati Certificatul de Acreditare la adresa de email bucharest@hamilton.com.pl

* Test method accredited # Test performed by external provider
o Non accredited methods Page 1 /1 PGL 09 FO1 Ed. 1 Rev. 2

1.S. Hamilton Romania S.R.L.
8 Berceni Street, 041914 Bucharest, Romania, tel. +40 21 634 10 81 |m||””ll"lll"”"“"”l’m H" HH””

bucharest@hamilton.com.pl, www.hamilton.com.pl
A.N.S.V.S.A. Authorization no 115 from 18.06.2018




.H-I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 16417/22/ROBCH

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product Dezinfectant Universal '"Bio-Dez"

Expiration date: 18.02.2025

Manufacturer(supplier): Ecochim-Grup S.R.L.

Store condition: Dry, without sun, 5-25°C.

Condition of use: Chemical disinfection of certain instrument
surfaces in the medical area.

Active(s) Substance(s) and its concentration(s) Ethyl alcool 72-76%, CAS 64-17-5 and CE 200-578-6
Benzalkonium chloride 0.024- 0.029%, CAS 68424-85-1 and
CE 270-325-2 Methylthionibium chloride 0.00024%, CAS
61-73-4 and 200-515-2.

Concentration ordered for the assay Pure (100%)

B) TEST METHOD

Performed in accredited subcontracted partner laboratory: Scope | UNE-EN 14561 : 2007. Chemical disinfectants and
of Accreditation Nr. 648/LE1286 antiseptics. Quantitative carrier test for the evaluation of
Report D/22/B0135 Quantitative carrier test for the evaluation of | bactericidal activity for instruments used in the medical area.
bactericidal activity for instruments used in the medical area | Test method and requirements (phase 2, step2). AENOR.
(phase 2, step 2), with the product Dezinfectant Universal
“Bio-Dez”. (UNE-EN 14561: 2007 Standard)

Testing method DESIN-1032-b //EN 14561: 2007

Methods of assay and its validation UNE-EN 14561: 2007 Standard

Method Dilution-neutralization.

Neutralizer Tryptone 5 g/L, yeast extract, 2.5 g/L, dextrose 10 g/L,

sodium thioglycolate 1 g/L, sodium thiosulfate 1 g/L, sodium
bisulphite 2.5 g/L, soya lecithin 7 g/L, polysorbate-80 5 g/L,
glycine 1 g/L, I-histidine 1 g/L. and saponin 30 g/L.

C) INFORMATION ABOUT SAMPLE RECEPTION

Date of reception of the sample 2022/03/04
Date of reception of order with test conditions 2022/03/01.
Aspect of the received product Blue transparent liquid in plastic package.

D) EXPERIMENTAL CONDITIONS
Assay period 2022/03/23 to 2022/03/28
Solvent of the product used in the assay Sterile distilled water
Product concentrations for the assay Pure (100%), 50% and 0.1%.
Aspect of the dilutions of the product Pure 100% and 50% blue liquid,

0.1% transparent liquid.

Contact time 60 seconds
Assay temperature 20°C£1°C
Interfering substance Bovine serum albumin 3 g/L plus erythrocytes 3 mL/L.
Stability of the mixture (interfering substance and product Stable
diluted in sterile hard water/distilled water)
Incubation temperature +36°C £ 1°C
Identification of the strains used: — Pseudomonas aeruginosa (CECT 116 = ATCC 15442).

— Staphylococcus aureus (CECT 239 = ATCC 6538).
— Enterococcus hirae (CECT 4081 = ATCC 10541).

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.

*Test method accredited # Test performed by subcontractor. @ Non accredited methods.

JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 1 of 6

Date: 05.04.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)




.H-I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 16417/22/ROBCH
Results of the assay

o Assayofvahdation .. . ... ... Seetables 1.2.3.5.6.7.9. 10and 11
Evaluation of bactencidal activaty .._........ Seetables4. 8 and 12.
* Number of replicates per assay organism .. 1.

Special remarks

— All controls and validation were between the basic limits.
— At least one concentration of the sample showed a log reduction lower than 5 log.
— At least one concentration of the sample showed a log reduction higher than 5 log.

— There was not any precipitation during the assay procedure (the assay mixtures were
homogeneous).

Conclusion

The product Dezinfectant Universal “Bio-Dez”, batch not indicated, when 1s pure (100%),
shows bactericidal activity after 60 seconds at 20°C £1°C, under dirty conditions (bovine

serum albumin 3 g/L plus erythrocytes 3 mL/L), for Pseudomonas aernginesa (CECT 116
= ATCC 15442). Staphviococcus aurens (CECT 239 = ATCC 6538) and Enterococcus

hirae (CECT 4081 = ATCC 10541). when tested as requured by UNE-EN 14561: 2007
Standard.

Note: The results obtamned correspond to the sample recerved in the laboratory.

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0

Page 2 of 6
Date: 05.04.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 16417/22/ROBCH

Results of the assay with Psendomonas aernginosa (CECT 116 = ATCC 15442).
Seeding: Pour plates. No. of plates: 1/mI..  Dirying time of the slide: 15 minutes.

Tahble 1.-Validation and controls.

Suspension of Control of experimental Control of the Validation of the
vahidation (N0} conditions (4) neutralizer (B) method (C)
Sample concentration:
Pure
Counts per | Fez | Frz | Counts per | Fer | Fez | Counts per | Fer | Fer | Counts per | Ve | Fez
plate plate plate plate

42 | 40 | 42 | 40 | 30 | 31 0| 3 35 | 37 | 35 | 37| 31| 34 | 31 34
30 < X of Mg = 1607 Xofdis 205xXof |XofBisz205xXof |XofCis=205xXof
X=4 N7 X=305 MNng? X =36 Mp? X =325

Yes Yes Yes Yes

Table 2.-Suspension of the assay.

N Counts per plate Fe; Fes Xwm=156x 10°
Suspension of 1077 2 _ lgN=919
assay (V) = 15 13 lg17<1gN <97
E i
s 15 16 15 16 |Yes
Table 3.-Water control.
Nw Counts per plate Fer Ve: |Xwmx10=155%107
Water control ) lg Nw=17.19
(V) 10~ 16 15 16 15 7.15 <1g Nw = (1g N-1.3)?
Yes
Table 4.-Results of the activity assays with the sample.
Sample LeNa=| LgR Time of
concentration | Dilution | Counts per plate Fer Ver lg(Xo |(lgVw=| contact
(%) Xwm)+1 | 7.19) (sec)
10° 0 0 <14 | <14
. 10 0 0 <14 <14 -
o 5 2. =3
Pure 100% 102 0 0 14 14 15 5.04 60
107 0 0 =14 | <14
10° 330 330 | =330 | =330
- o 107 30 32 30 32
o, _ 3. .
50% 102 3 3 14 14 49 3.70 60
10~ 0 0 <14 | <14
10° =330 =330 | =330 [ =330
. 10 =330 =330 | =330 [ =330
o = ¥ e
0.-1% 107 | =330 | =330 | =330 | =330 | 072 | 067 | 60
10° =330 =330 | =330 [ =330

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.

*Test method accredited # Test performed by subcontractor. @ Non accredited methods.

JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 3 of 6

Date: 05.04.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 16417/22/ROBCH

Results of the assay with Stapliviecccns murens (CECT 239 = ATCC 6535).
Seeding- Pour plates. MNo. of plates: 1/ml;  Drying time of the shde: 18 minutes.

Tahle 5.-Validation and controls.

Suspension of Control of experimental Control of the Walidation of the
vahdation (Niw) conditions (4) neutralizer (B) method (C)
Sample concentration:
Pure
Counts per | ey | Fez | Counts per | Fer | Foz | Counts per | Fer | Fez | Counts per | Ver | Fea
plate plate plate plate

48 51 45 5 39 40 39 40 28 28 28 28 30 28 30 28
30 < X of Vv < 1607 Xofdis 205xXof (XofBisz05xXof |(XofCis=05xXof
X=495 Nw? X =395 Nw? X =28 Nw? X=79

Yes Yes Yes Yes

Table 6.-Suspension of the assav.

N Counts per plate Fei Ve | Xwm=200x 10°
Suspension of 107 = 2 lg N=930
aszay (V) Sl oy e = 917<lgN =977
)
L 19 19 19 19 |Yes

Table 7.-Water control.

N Counts per plate Fey Fro |[Xwmx10=335x107
Water control ) lg Nu=7.53
(V) i~ 32 35 32 35 7.15 2 lg Nw = (lg N-1.3)7
Yes

Table §.-Results of the activity assays with the sample.

Sample leNa=| LgR Time of
concentration | Dilution | Counts per plate Ver Ver lg(Xo |(lgVw=| contact
(%e) Xwm)+1 | 7.53) (sec)
10° 0 0 <14 <14
: 10 0 0 =14 =14 -
i 5] 2 =5,
Pure 100% 107 5 5 T = 15 | =538 60
10° 0 0 =14 | <14
10° =330 =330 =330 =330
o 10 210 215 210 215
50% 102 20 % > B 433 320 60
107 2 1 <14 | <14
10° =330 =330 =330 =330
. 107! =330 =330 =330 =330
oy - = (.52 =],
0.1% 10~ =330 =330 [ =330 | =330 6 101 60
107 =330 | =330 | =330 | =330

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 4 of 6

Date: 05.04.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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Results of the assay with Enterococcns fiirae (CECT 4081 = ATCC 10541).
Seeding: Pour plates. No. of plates: 1/mL; Drying time of the shide: 16 minutes.

Table 9.-Validation and controls.

Suspension of Control of experimental Control of the Validation of the
vahidation (Nvp) conditions (4) neutralizer (B) method ()
Sample concentration:
Pure
Counts per | Fry | Fez | Counts per | Fer | Fez | Counts per | Fer | ez | Counts per | Fer | Ve
plate plate plate plate

46 47 46 47 29 28 29 28 31 30 31 30 27 28 7 28
30 < X of N < 1607 Xofdis 205xXof |XofBis=05xXof (XofCis=05xXof
X=4865 Nw? X=285 MN? X=305 N2 X =275

Yes Yes Yes Yes

Table 10.-Suspension of the assay.

N Counts per plate Ves Ver | Xowm=186x10°
Suspension of 107 lg N=9.27
s (N 189 | 185 189 185 lo17<1en <97
3
1 17 18 17 i [
Table 11.-Water control.
Nw Counts per plate Fcr Ty | Xwmx10=185x 10"
Water control - lg N=727
() 107 18 19 18 19  [7.15<1g Nw =(lg N-1.3)?
Yes
Table 12.-Resulfs of the activity assavs with the sample.
Sample LgNa=| LgR Tume of
concentration | Dilution | Counts per plate Ver Vez lg(Xo [(lgVw=| contact
(%0) Xwm)+1| 727) (sec)
10° 0 0 =14 =14
. 107 0 0 <14 <14 _
0 7 =5 17
Pure 100% 02 5 5 — T =11 215 | =512 60
10° 0 0 <14 <14
10° =330 | =330 | =330 | =330
o 107 =330 | =330 [ =330 [ =330
% 7 = : 2.
0% 102 57 60 57 | 60 | 20 60
107 5 6 <14 <14
10‘? =330 =330 [ =330 | =330
. 10~ =330 =330 =330 =330 : : 60
o, - 2 .
0.1% 102 =330 =330 =330 =330 763 0.73
107 =330 =330 =330 =330

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 5 of 6

Date: 05.04.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 16417/22/ROBCH
Explanations:

Fe = Count per mL (one or more plates).
X=mean of Feyand Fea

Xwm = ponderated mean of X

R (reduction) = (lg R = log Nw — log Na).
If Na < 140. log R="= [log Nw —2.15]

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0

Page 6 of 6
Date: 05.04.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



. HAMILTON

REPORT OF ANALYSIS No. 92190/22/ROBCH

Client Sample number:

ECOCHIM-GRUP SRL 92190/22/ROBCH

OR. OTACI, STR. VOITOVICI 21 Sample description (according to declaration of Client)

2059 CHISINAU Dezinfectant Universal "Bio-Dez"
Lot/Batch: -

Production date: 21.09.2022

Expiration date: 21.09.2025

Sampling date: 29.09.2022

Sampling quantity: 1x 500ml

Sample temperature: 17°C

Reception hour: 12:30

Responsible for sampling: Crestinov Alexandr

Sample received: 18.10.2022 Sample condition with no objections

Tests performed: 19.10.2022

Tests completed: 09.12.2022 Order of 18.10.2022

Report dated: 09.12.2022 Sampling and delivery were carried out by client.

Test Method Unit Result

Test method performed by the
subcontractor; the results are taken in
full from the test report No D/22/
EN 14562:2007 - B0669, issued by the subcontractor.
The results of the analysis are listed
starting with enclosure Nol to report
of analysis.

# * Chemical disinfectants and
antiseptics. Quantitative carrier test
for the evaluation of bactericidal
activity for instruments used in the
medical area. Test method and
requirements (phase 2, step 2)

Elaborated by: Mariana Ilinca, Manager of Microbiological Laboratory
Authorized by: Mariana Ilinca, Manager of Microbiological Laboratory
Approved by: Alina-Roxana Mihai, General Manager (Approved with qualified electronic signature)

Laboratory: Bucuresti 041914, sos. Berceni nr.8

Responsabilitatea esantionarii/ prelevarii probelor apartine solicitantului. Rezultatele se refera numai la obiectul supus incercarii. Daca nu se specifica altfel, incertitudinea de masurare a
fost estimata pentru coeficientul K= 2 si nivel de incredere 95%. Fara aprobarea scrisa a laboratorului acest raport de incercare nu poate fi reprodus decat integral. Responsabilitatea
S.C. J.S. HAMILTON ROMANIA S.R.L. se refera exclusiv |a rezultatele si declaratiile prezentate in raportul original. Opiniile si interpretarile continute in prezentul raport de incercare nu
sunt acoperite de acreditarea RENAR. Pentru detalii suplimentare va rugam sa solicitati Certificatul de Acreditare la adresa de email bucharest@hamilton.com.pl

* Test method accredited # Test performed by external provider
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 92190/22/ROBCH

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

Dezinfectant Universal “Bio-Dez”.

Manufacturer(supplier): Ecochim-Grup.

Store condition: Dry, without sun, 5-25 Celsius degree.
Condition of use: PT2 product in the medical area.

Solvent of the product recommended by the manufacturer:
Undiluted.

Active(s) Substance(s) and its concentration(s)

Ethyl alcool 72-76%, CAS 64-17-5 and CE 200-578-6;
Benzalkonium chloride 0.024-0.029%, CAS 68424-85-1 and
CE 270-325-2; Methylthionibium chloride 0.00024%, CAS
61-73-4 and 200-515-2.

Concentration ordered for the assay

Ready to use (100%).

B) TEST METHOD

Performed in accredited subcontracted partner laboratory: Scope
of Accreditation Nr. 648/LE1286

Report D/22/B0669 Quantitative carrier test for evaluation of the
fungicidal activity of chemical disinfectants for instruments used
in the medical area (phase 2, step 2), with the product
“Dezinfectant Universal “Bio-Dez”. (EN 14562: 2007 Standard)

EN 14562: 2007. Chemical disinfectants and antiseptics —
Quantitative carrier test for the evaluation of the antifungal or
yeasticidal activity of chemical disinfectants for instruments
used in the medical area. Test methods and requirements
(phase 2/step 2).

Testing method

DESIN-1059-b // EN 14562: 2007

Methods of assay and its validation EN 14562: 2007 Standard

Method

Dilution-neutralization.

Neutralizer

Tryptone 5 g/L, yeast extract, 2.5 g/L, dextrose 10 g/L,
sodium thioglycolate 1 g/L, sodium thiosulfate 1 g/L, sodium
bisulphite 2.5 g/L, soya lecithin 7 g/L, polysorbate-80 5 g/L,
glycine 1 g/L, I-histidine 1 g/L. and saponin 30 g/L.

C) INFORMATION ABOUT SAMPLE RECEPTION

Date of reception of the sample

2022/10/19

Date of reception of order with test conditions

2022/10/24.

Aspect of the received product

Blue liquid in a plastic package.

D) EXPERIMENTAL CONDITIONS

Assay period

2022/11/15 to 2022/11/25.

Solvent of the product used in the assay

Sterile distilled water

Product concentrations for the assay

100%, 50% and 0.1%.

Aspect of the dilutions of the product

100% and 50%: Blue liquid;
0.1%: Transparent liquid

Contact time

90 seconds

Assay temperature

20°C£1°C

Interfering substance

Bovine serum albumin 3 g/L + 3 ml/L erythrocytes

Stability of the mixture (interfering substance and product
diluted in sterile hard water/distilled water)

Stable

Incubation temperature

+30°C | 1°C

Drying time of the slides

C.albicans: 35 minutes.
A.brasiliensis: 37 minutes

Identification of the strains used:

-Aspergillus brasiliensis (CECT 2574 = ATCC 16404).
-Candida albicans (CECT 1394 = ATCC 10231).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0

Page 1 of 6

Date: 08.12.2022
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 92190/22/ROBCH
Results of the assay

s Controls and validation ... Seetables 1.2. 3.5 6and 7.

+ Evaluation of fungicadal activaty ... .. Seetables 4 and 8.
= Number of replicates per assay orgamism .. 1.

Special remarks

— All controls and validation were between the basic linuts.
At least one concentration of the sample showed a log reduction lower than 4 log.
At least one concentration of the sample showed a log reduction lngher than 4 log.

There was not anv precipitation during the assay procedure (the assay mixtures were
homogeneous).

The test meets the critenia of the BPR. Gmdance for PT2 products i the medical area
Conclusion

The product “Dezinfectant Universal “Bio-Dez™”, batch 92190/22/robch. when 1t 1s pure
(100%). concentration requested by the client. shows fungicidal activity after 90 seconds at
20°C £1°C, under dirty conditions (bovine serum albumin 3 gL + 3 ml/L erythrocytes), for the
reference strains Aspergillus brasiliensis (CECT 2574 = ATCC 16404) and Candida albicans
(CECT 1394 = ATCC 10231), when tested as required by EN 14562: 2007 Standard.

Note: The results obtained correspond to the sample recerved in the Iaboratory.

Use of the ENAC mark: The ENAC “mark” can only be used by the holder of the
accreditation. Its use in packagming installations. shop windows. advertising or other
documentation format other than that 1ssued by the accredited entity (IVAMI) 1s not allowed.

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.

JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0
Page 2 of 6
Date: 08.12.2022
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 92190/22/ROBCH
Results of the assay with dspergilins brasiliensis (CECT 25374 = ATCC 16404)
Dryving time of the slide: 37 munutes (no longer than 60 minutes).
Seeding: Pour plates: No. of plates: 4/mL.

Table 1.-Validation and controls

Validation of the
Suspension of Control of Control of the method
validation {Vig) experimental neutralizer (B) (C)
conditions (A) Sample concentration:
100%
Counts per | Fey | Froa | Counts per | Fey | Fea | Counts per | Foy | Froa | Counts per | Fey | Fra
plate plate plate plate

12410+ | 11+11+= o O+12+ 9+ 1010+ 11=10+ B+7 5+0

12+11 | IO+10 45 42 1+10 | =11+10 41 39 09 9=9 38 39 +8+8 +8+8 31 33
30 < X of Vi < 160? Xof41s 205xXof | Xof Bisz05xXof | XofCis=205xXof

X=435 Nn? X=40 Mp? X=3835 MNp? X=32
Yes Yes Yes Yes
Table 2.-Suspension of the assay
N Counts per plate Fry Fez Xwm=252x10°
E—— : lg =840
6632453 | B0H30+H66F =
Suspension of 10 =76 - 73 247 258 (B17<1gN <877
assav (V) Yes
107 6+6+6+6 | 6+T+6+7 24 26
Table 3.-Water control
Nw Counts per plate Vg c2 | Xwmx10=680x 10°
Water control T _ lg V=683
() jgt  [PRUIL NI o 08 |615<lgMw (g13y
=3

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0

Page 3 of 6
Date: 08.12.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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Table 4.-Results of the activity assays with the sample

Sample LgNa=| LegR Time of
concentration | Dilution Counts per plate Ver 2 lg (Xo | (Igvw contact

{(%a) Anmn+1 | =6.83) (seconds)

10? (=000 :14 <14
0 107! i 14 -14 -y 1L

100% 102 T 12 =y 1 =4 68 50

10° 0=0+0-0 =14 <14
] 165165+ .

m1 =165+:165 | - 660 660
10 165165 | CleseE | 660

£ o =165+-165 | =185+-165 9

50% 107 o g 555 STE 542 141 50

+09-+65 +61+66
10 G+5+G+0 T++3+5 3 24
165+-165= | -les+-lfe+ |

10° 1654165 | >165+-165 660 660
107 | el 660 | =660 6.82

0.1% 102 l65+-165+ | 165165+ ' =0.01 0

=165+-165 | =185+-165 660 | 660
3 S1650185+ | —165+=165+

¥ “165+-165 | 1ese-1es | 990 660

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.

Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.

8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests

Date: 08.12.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
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Results of the assay with Candida albicans (CECT 1394 = ATCC 10231)
Drying time of the shde: 35 nunutes (no longer than 60 minutes).
Seeding: Pour plates; No. of plates: 1/mL

Table 5.-Validation and controls

Validation of the

: Control of :
Suspension of experimental Control of the method (C)
validation (Nva) conditions (4) neutralizer (B) Sample concentration:
100%
Counts FVer |Vea | Counts tr | Fez | Counts Ver | Wz | Counts Ver |Vez
per plate per plate per plate per plate

40 | 37 | 40 | 37 | 35 | 33 | 35 | 33 (30 | 33 |30 | 33 (29| 31 (29 31

I0=XofVMp=<1607 |(Xofdis 205xXof |XofBis205xXof |XofCis=z05xXof

X=385 MNig? X =34 Nig? X=1315 N7 X=30
Yes Yes Yes Yes
Table 6.-5uspension of the assay
N Counts per plate Fei Ver | Xowm =161x 10°
Suspension of assay (V) leN=821
10 168 156 168 156 |817=lev=8.T77
107 16 15 16 15 |Yes
Table 7.-Water control
Nw | Counts per plate Ver Fez [Xwmx10=
Water control (V) 525x 10°
lg Aw=16.72
104 53 52 53 52 6.15<1lg N-13?
Yes
Table 8.-Results of the activity assayvs with the sample
Sample LgNa=| LsR Time of
concentration | Dilution | Counts per plate Fey €2 Ilg(Xo | (lgVw=| contact
(%) Xwm) =1 | 6.72) (seconds)
10" 0 0 <14 | =14
: 107! 0 0 =14 =14 -
0 g =2. =4 2
100% 102 0 0 “1a 14 15 4 57 90
107 0 0 =14 | <14
10" 0 0 <14 | <14
107! 0 0 =14 =14 -
% 5 2. s
50% 102 0 0 “1a 14 15 457 g0
107 0 0 =14 | <14
10° =330 =330 [ =330 | =330
10! =330 =330 [ =330 | =330
% 5 5. :
0.1% 10~ =330 =330 [ =330 | =330 73 0.79 %0
103 86 B4 86 54

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
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Page 5 of 6

Date: 08.12.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



.H-I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 92190/22/ROBCH
Explanations:

Fe = Count per mL (one or more plates).

X=mean of Ver and Fra.

Xwm = Weighted mean of X: R (reduction) = (Ig R =log N — log Na).
If Na < 140_ log R = = [log Nw — 2.15]

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
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PGL 09 F 04 Ed. 1 Rev. 0
Page 6 of 6
Date: 08.12.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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REPORT OF ANALYSIS No. 16418/22/ROBCH

Client Sample number:

ECOCHIM-GRUP SRL 16418/22/ROBCH

OR. OTACI, STR. VOITOVICI 21 Sample description (according to declaration of Client)
2059 CHISINAU Dezinfectant Universal "Bio-Dez"

Lot: FABR.08.2020

Data fabricatie: -

Data expirarii: 18.02.2025

Data prelevarii:18.02.2022

Cantitate prelevata: 3 x 500 ml
Responsabil prelevare: Crestinov Alexandr
Ora receptiei probei: -

Temperatura receptie proba: 15°C

Sample received: 01.03.2022 Sample condition with no objections
Tests performed: 01.03.2022
Tests completed: 16.06.2022 Order of 01.03.2022
Report dated: 16.06.2022 Sampling and delivery were carried out by client.
Test Method Unit Result

Test method performed by the
# * Quantitative carrier test for the subcontractor; the results are taken in
evaluation of mycobactericidal or full from the test report No D/22/
tuberculocidal activity of chemical UNE-EN 14563:2009 - B0134, issued by the subcontractor.
disinfectants and antiseptics used in The results of the analysis are listed
the medical area starting with enclosure Nol to report

of analysis.

Elaborated by: Mariana Ilinca, Manager of Microbiological Laboratory
Authorized by: Mariana Ilinca, Manager of Microbiological Laboratory
Approved by: Alina-Roxana Mihai, General Manager (Approved with qualified electronic signature)

Laboratory: Bucuresti 041914, sos. Berceni nr.8

Responsabilitatea esantionarii/ prelevarii probelor apartine solicitantului. Rezultatele se refera numai la obiectul supus incercarii. Daca nu se specifica altfel, incertitudinea de masurare a
fost estimata pentru coeficientul K= 2 si nivel de incredere 95%. Fara aprobarea scrisa a laboratorului acest raport de incercare nu poate fi reprodus decat integral. Responsabilitatea
S.C. J.S. HAMILTON ROMANIA S.R.L. se refera exclusiv |a rezultatele si declaratiile prezentate in raportul original. Opiniile si interpretarile continute in prezentul raport de incercare nu
sunt acoperite de acreditarea RENAR. Pentru detalii suplimentare va rugam sa solicitati Certificatul de Acreditare la adresa de email bucharest@hamilton.com.pl

* Test method accredited # Test performed by external provider
o Non accredited methods Page 1 /1 PGL 09 FO1 Ed. 1 Rev. 2

1.S. Hamilton Romania S.R.L.
8 Berceni Street, 041914 Bucharest, Romania, tel. +40 21 634 10 81 |m||””lllml"”"“"”l’m H" H m ||‘

bucharest@hamilton.com.pl, www.hamilton.com.pl
A.N.S.V.S.A. Authorization no 115 from 18.06.2018
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 16418/22/ROBCH

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

Dezinfectant Universal ""Bio-Dez"

Expiration date: 18.02.2025

Manufacturer(supplier): Ecochim-Grup S.R.L.

Store condition: Dry, without sun, 5-25°C.

Condition of use: Chemical disinfection of certain instrument
surfaces in the medical area.

Active(s) Substance(s) and its concentration(s)

Ethyl alcool 72-76%, CAS 64-17-5 and CE 200-578-6
Benzalkonium chloride 0.024- 0.029%, CAS 68424-85-1 and
CE 270-325-2 Methylthionibium chloride 0.00024%, CAS
61-73-4 and 200-515-2.

Concentration ordered for the assay Pure (100%)
B) TEST METHOD
Performed in accredited subcontracted partner laboratory: Scope | UNE-EN  14563: 2009. Chemical disinfectants and

of Accreditation Nr. 648/LE1286

Report D/22/B0134 Quantitative carrier test for the evaluation of
mycobactericidal and tuberculocidal activity of chemical
disinfectants used for instruments in the medical area (phase 2,
step 2), with the product Dezinfectant Universal “Bio-Dez”.
(UNE-EN 14563 : 2009 Standard)

antiseptics. Quantitative carrier test for the evaluation of
mycobactericidal or tuberculocidal activity of chemical
disinfectants used for instruments in the medical area. Test
method and requirements (phase 2, step 2).

Testing method

DESIN-1054-b //EN 14563: 2009

Methods of assay and its validation UNE-EN 14561: 2007 Standard

Method

Dilution-neutralization.

Neutralizer

Tryptone 5 g/L, yeast extract, 2.5 g/L, dextrose 10 g/L,
sodium thioglycolate 1 g/L, sodium thiosulfate 1 g/L, sodium
bisulphite 2.5 g/L, soya lecithin 7 g/L, polysorbate-80 5 g/L,
glycine 1 g/L, I-histidine 1 g/L and saponin 30 g/L.

C) INFORMATION ABOUT SAMPLE RECEPTION

Date of reception of the sample

2022/03/04

Date of reception of order with test conditions

2022/03/01.

Aspect of the received product

Blue transparent liquid in plastic package.

D) EXPERIMENTAL CONDITIONS

Assay period

2022/03/02 to 2022/04/13 (Including prior preparation of the
strains).

Solvent of the product used in the assay

Sterile distilled water

Product concentrations for the assay

Pure (100%), 50% and 0.1%.

Aspect of the dilutions of the product

Pure (100%) and 50% blue transparent liquid; 0.1%
transparent liquid.

Contact time

60 seconds

Assay temperature

20°C£1°C

Interfering substance

Bovine serum albumin 3 g/L plus erythrocytes 3 mL/L.

Stability of the mixture (interfering substance and product
diluted in sterile hard water/distilled water)

Stable

Incubation temperature

+36°C + 1°C

Identification of the strains used:

- Mycobacterium avium (ATCC 15769).
- Mycobacterium terrae (CECT 3028 = ATCC 15755).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0

Page 1 of 5

Date: 12.05.2022
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 16418/22/ROBCH
Eesults of the assay

» Controls and validation ... Seefables 1,2.3. 5. 6and 7.
+ FEvaluation of mycobactenicidal activity. . Seetable 4 and 8
Number of replicates per assay orgamism .. 1.

Special remarks

— All controls and validation were between the basic hmits.
— One concentration of the sample at least showed a log reduction less than 4 log.
— One concentration of the sample at least showed a log reduction higher than 4 log.

Conclusion

The product Dezinfectant Universal “Bio-Dez”. batch not mdicated when 1s pure
(100%). shows mvcobactericidal activity after 60 seconds at 20°C under dirty
conditions (hovine serum albumin 3 g/. and erythrocytes 3 ml/L), against the reference
strains Mycobacterium avium (ATCC 15769) and Mycobacterium terrae (CECT 3028 =
ATCC 15755), when tested as required by UNE-EN 14563: 2009 Standard.

Note: The results obtamned correspond to the sample recerved in the laboratory.

Quality Assurance Review:

The assay development and the results obtamed have been supervised by the Director of the
study.

The Quality Assurance Director has inspected the development of the assay. proving that has
been realized following the proper procedure and using the adequate media. materials and
reagents. following the Good Laboratory Practices (GLPs) as well and the final report
contamns the primary data obtamed.

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.

*Test method accredited # Test performed by subcontractor. @ Non accredited methods.

JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 2 of 5

Date: 12.05.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



ﬁH HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 16418/22/ROBCH
Results of the assay with Micobacterinm avinm (ATCC 15769).

Time of dryness of carriers; 32 nunutes (no longer than 60 minutes).

Seeding: Spread plate; No. of plates: 2/mL
Table 1.-Validation and controls
Validaton of the
Suspension of Control of experimental Control of the method
validation (Vi) conditions (4) neutralizer (B) (C)
Sample concentration:
Pure
Countsper |Fa |V |Countsper |Fa |Fa |Countsper (Ve |Foa |Countsper |Va (Ve
plate plate plate plate
47+ 56+ 45+ 46 42+ [49+ 44+ [43+
52 |49 99 | 105 |48 |+s1| 93 | 97 |47 |44 89 | 93 |46 |4 90 | B84
W0=XofMy=1607 |Xofdis 205xXde (XofBisz05xXof |(XofCisz05xXof
X=102 Nvg? X'=95 Nig? X =091 Mg? X=87
Yes Yes Yes Yes
Table 2.-Suspension of the assay
N Counts per plate Fea Fez Xom 445 x 10°
Suspension of 4 . lg N=9.65
assay (V) 10r 223+ 214 | 230+222 437 452 917<lgN<
7
10 21+23 24+123 4 47 T3
Yes
Table 3.-Water control
Nw Counts per plate Vel Vea Xowm 82 x 107
Water control 4 =330+ =330+ i i lzg Mw=791
(Vo) 0 ~330 =330 660 | T80 ls1s<1gam
. N—137
10° 37+ 43 45+39 50 g4 |SlBN-131
Yes
Table 4.-Resulis of the activity assays with the sample
Sample lgNa=| LgR Time of
concentration | Diution| Counts per plate Va Fea lg(Xo |(lgVw=| contact
(%) Xowm)+l | 791) {sec)
10" 0+0 0+0 | <14 | <14
« |10 0+0 0-+0 =14 =14 - .
A . <215 | >5.
Pure (100%) (12 ST e T oa T = 15 5.76 60
102 0+0 0+0 =14 < 14
10" 0+0 0+0 =14 = 14
. 10! 0+0 0+0 =14 = 14 -
o — <) -
0% 07 0F0_| 070 | =14 | =i | -2 | TR "
107 0+0 0+0 =14 =14
10" 330+ =330 [ =330+ =330 =660 | =660
: 10! =330+ =330 [ =330+ =330 | =660 | =660
L "y | <
Bk 10 =330+ =330 | -330+ 330|660 | 660 | O LR @
107 330+ ~330[>330+>330| >660 | =660

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
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Results of the assay with Mycebacterinm terrae (CECT 3028 = ATCC 15755).
Time of dryness of carriers: 29 minutes (no longer than 60 mimates).

Seeding: Spread plate; No. of plates: 2/mL
Table 5.-Validation and controls
Validation of the
Suspension of Control of experimental Control of the method
validation (Vvg) conditions (4) neutralizer (B) (C)
Sample concentration
Pure
Countsper |Va | Vez |Countsper (Fa [Fex |Counts per |Fex | Feox | Counts per (Vex | Fez
plate plate plate plate
49+ |50+ 41+ | 44 : 43+ [45+ 39+ |38+
s4 |ag | 103 | 98 |4 |wag| 85| 92 |37 |4y | 80| 86 |33 |39 | 82| 77
30 Xof Mp<£1607 | Xofdis 205xXde (XofBisz05xXof |(XofCis=05xXof
X=1005 Nig? X=88.5 NMw? X=83 Me? X=795
Yes Yes Yes Yes
Table 6.-5uspension of the assay
N Counts per plate Fel Fex Xowm 3.91 x 10°
Suspension of . _ lg N=959
assay (V) 10r 207+193 | 187+ 199 400 380 917<lg N<
o
10°¢ 21+18 17+ 19 39 34 = Ve
s

Table 7.-Water control

Nw Counts per plate Vo Vi Xowm 6.25x 107
Water control » =330+ =330 + & ’ lg A=7.280
(Vo) W >330 -330 2408 7060 | 615 <1g Nw
- N—137
107 30+31 33+31 61 54 SlgN-13]
Yes
Table §5.-Results of the activity assays with the sample
Sample lgNa=| LgR Tume of
concentration | Dilution| Counts per plate Vo Ve lg(Xo | (lgVw=| contact
%2) Xwm)+l | 7.80) (sec)
10" 0+0 0+0 | <14 | <14
. [10T 0+0 0+0 | <14 | <14 :
Pure (100%) (13 e T e 15 | >5.65 60
103 0+0 0+0 <14 =14
10° 1B5+172 [190+179( 357 369
— 10! 15+17 | 18+16 32 34
.l"' a3 }
s 107 1+2 2+0 | <14 | <14 | ¢ | 3 %
102 0+0 0+0 =14 = 14
10° =330+ 330 | =330+ =330 | =660 | =660
10! =330+ =330 | =330+ =330 | =660 | =660
2 = ¥ =
0.0 107 330+ >330 | =330+ =330| =660 | =660 Gh R ®
107 330+ 330 [ =330+ =330 >660 | =660

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.

*Test method accredited # Test performed by subcontractor. @ Non accredited methods.

JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 4 of 5

Date: 12.05.2022

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)



.H-I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 16418/22/ROBCH

Explanations:

Fe = Count per mL (one or more plates).
X=mean of Ferand Ver

Xwm = Weighted mean of X

R =reduction (1gR = 1g Nw —1g Na).
If Na < 140.1g R="> [lg Nw—2.15]

Laboratory: Bucharest 041914, 8 Berceni Street.
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. HAMILTON

RAPORT DE INCERCARE NR. 34692/23/ROBCH

Client Numarul esantionului:
ECOCHIM-GRUP SRL 34692/23/ROBCH
STRADA PETRICANI 21/3 Descriere obiect de incercat ( conform cu declaratia Clientului)
2059 CHISINAU Dezinfectant Universal "Bio-Dez"
Lot: -

Cantitate prelevata:500 ml

Responsabil prelevare: Cristinov Alexandr
Ora receptiei probei: 08:00

Temperatura receptie proba: 15°C

Data primirii obiectului de incercat: [ 17.05.2023 Sample condition with no objections

Data inceperii incercarii: 26.05.2023

Data finalizarii incercarii: 07.11.2023 Comanda din 17.05.2023

Data eliberarii raportului: 07.11.2023 Probele au fost prelevate si livrate de catre Client.

Parametrii de testare Metoda de testare :1:':3: de Rezultat

Test method performed by the
subcontractor; the results are taken in

# * Quantitative suspension test for full from the test report No D/23/
the evaluation of bactericidal activity | EN 13727:2012+A2:2015 - B0419, issued by the subcontractor.
in medical area The results of the analysis are listed
starting with enclosure No1l to report
of analysis.

Responsabil incercare: Mariana Ilinca, Sef Laborator Microbiologie
Validat de: Mariana Ilinca, Sef Laborator Microbiologie
Autorizat de: Alina-Roxana Mihai, General Manager (Aprobat cu semnatura electronica)

Laborator: Bucuresti 041914, sos. Berceni nr.8

Responsabilitatea esantionarii/ prelevarii probelor apartine solicitantului. Rezultatele se refera numai la obiectul supus incercarii. Daca nu se specifica altfel, incertitudinea de masurare a
fost estimata pentru coeficientul K= 2 si nivel de incredere 95%. Fara aprobarea scrisa a laboratorului acest raport de incercare nu poate fi reprodus decat integral. Responsabilitatea
S.C. J.S. HAMILTON ROMANIA S.R.L. se refera exclusiv la rezultatele si declaratiile prezentate in raportul original. Opiniile si interpretarile continute in prezentul raport de incercare nu
sunt acoperite de acreditarea RENAR. Pentru detalii suplimentare va rugam sa solicitati Certificatul de Acreditare la adresa de email bucharest@hamilton.com.pl

* Metoda de testare acreditata # Test efectuat de catre subcontractor

@ Incercari neacreditate Pagina 1/1 PGL 09 F 01 Ed. 1 Rev. 3
I

J.S. Hamilton Romania S.R.L.
Sos.Berceni nr.8, sector 4, 041902 Bucuresti, Romania, Tel.+40 21 634 10 81
bucharest@hamilton.com.pl, www.hamilton.com.pl
Autorizatie A.N.S.V.S.A. nr. 115 din 18.06.2018
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 34692/23/ROBCH

A) IDENTYFICATION OF THE SAMPLE

Name of the product/Details about the product

Dezinfectant Universal “Bio-Dez”.
Manufacturer(supplier): Ecochim-Grup
Condition of wuse: Instrument disinfection,
disinfection, Hygienic handrub, surgical handrub.

surface

Active(s) Substance(s) and its concentration(s)

Ethyl alcool 72-76%, CAS 64-17-5 and CE 200-578-6
Benzalkonium chloride 0.024-0.029%, CAS 68424-85-1 and
CE 270-325-2 Methylthionibium chloride 0.00024%, CAS
61-73-4 and 200-515-2.

Concentration ordered for the assay

97%, 80%.

B) TEST METHOD

Performed in accredited subcontracted partner laboratory: Scope
of Accreditation Nr. 648/LE1286

Report No.: D/23/B0419— Quantitative evaluation assay of the
bactericidal activity in the medical area (phase 2, step 1), with
the product “Dezinfectant Universal “Bio-Dez””. (EN 13727:
2012 + A2: 2015 Standard)

EN 13727: 2012 + A2: 2015. Chemical disinfectants and
antiseptics. Quantitative suspension test for the evaluation of
bactericidal activity of chemical disinfectants for instruments
used in Medicine. Test method and requirements (phase 2,
step 1).

Testing method

EN 13727: 2012 + A2: 2015 Standard

Methods of assay and its validation UNE-EN 13727: 2012 + A2:

2015 Standard

Method

Dilution-neutralization.

Neutralizer

Tryptone 5 g/L, yeast extract 2.5 g/L, dextrose 10 g/L,
sodium thioglycolate 1 g/L, sodium thiosulfate 1 g/L, sodium
bisulphite 2.5 g/L, soya lecithin 7 g/L, polysorbate-80 5 g/L,
glycine 1 g/L, I-histidine 1 g/L. and saponin 30 g/L.

C) INFORMATION ABOUT SAMPLE RECEPTION

Date of reception of the sample

2023/05/18.

Date of reception of order with test conditions

2023/08/30.

Aspect of the received product

Blue liquid in plastic container.

D) EXPERIMENTAL CONDITIONS

Assay period

2023/10/11 to 2023/10/15.

Solvent of the product used in the assay

Sterile distilled water.

Product concentrations for the assay

97%, 80%, 50% and 0.1%.

Aspect of the dilutions of the product

97%, 80% and 50% blue liquid;
0.1% transparent liquid..

Contact time

60 seconds.

Assay temperature

20°C£1°C

Interfering substance

Bovine serum albumin 3 g/L + erythrocytes 3 mL/L.

Stability of the mixture (interfering substance and product
diluted in sterile distilled water)

97% flocs formation;
80%, 50% and 0.1% stable.

Incubation temperature

+36°C £ 1°C

Identification of the strains used:

— Pseudomonas aeruginosa CECT-116 (ATCC-15442).
— Staphylococcus aureus CECT-239 (ATCC-6538).

— Enterococcus hirae CECT-4081 (ATCC-10541).

- Escherichia coli K12 (CECT 433 = NCTC 10538).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl

Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0

Page 1 of 10

Date: 07.11.2023
Authorized by: Mariana Ilinca, Manager of Microbiological laboratory

Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 34692/23/ROBCH

Results of the assay

- Assayvofvabdation .............._.._._...... Seetables1 2 4.5 7.8 10 11, 13,14 16.
17.159. 20, 22 and 23.

- Evaluation of bactericidal activity . . Seetables3.6.9.12 15 18.21 and 24

- MNumber of replicates per assay orgamsm_ 1

Special remarks

— All controls and vahidation were between the basic hmats.

— For avald test, at least one concentration nmst show a log reduction lower than 5 log,
and at least one concentration must show a log reduction equal or higher than 5 log.

— Flocs formation 1s observed duning the test procedure at 97%.

— The client requests the complete test including the concentration of 80%; as the
maximum concentration_ It also requests the modified method (97%:) additionally.

Conclusion

The product Dezinfectant Universal “Bio-Dez”, batch 34692/23/ROBCH. when 1t 1s
pure (97%) (modified method) and 80%. concentrations requested by the client. shows
bactericidal activity after 60 seconds at 20°C £ 1°C, under dirty conditions (bovine
serum albumn 3 g/l and erythrocytes 3 mL/L). for the reference strains Pseudomonas
aeruginasa (CECT 116 = ATCC 15442). Staphylococeus aureus (CECT 239 = ATCC
6538). Enterococcus hirae (CECT 4081 = ATCC 10541) and Escherichia coli K12

(CECT 433 = NCTC 10538). when tested according to EN 13727: 2012 + A2: 2015
Standard.

Note: The results obtained correspond to the sample received in the laboratory.

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.

*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
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Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0
Page 2 of 10

Date: 07.11.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
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Results of the assayv (Bactericidal suspension) with Psendomonas aernginosa (CECT 116
=ATCC 15442).
Seeding: Pour plates. No. of plates: 1 /mL.

Table 1.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method ()
validation (Vo) conditions (4) neufralization (B) | Sample concentration:
30%%
Vel 4 |X=42 |Fa 36 |X=35|Fa 38 |A= Fea 32 [X=33
Fez 40 Ve 34 2 37 |37.5 Fer 34
30 = X of Mg = 1607 Xof41s205Xof | Xof BisZ05Xof XofCi1s=05Xof
MNiy? Niyg? MNig?
Yes Yes Yes Yes
Suspension of X=395
validation (Nve) Va:40 Ve 39 30 <x of Mvg/1000 =
1607 Yes

Table 2.-Suspension of the assay

N Fea Ver

Xorm=168x10% lg N=822
10 164 171 (Mo =N10:lg =722

717 <lg Mo £ 7.707

107 18 16 Yes

Suspension of assay (Vand M)

Table 3.-Results of the activity assays with the sample

Concentrations | Dilutions Lg Na=lg leR Time of
of the sample steps Fea Vea (Xx100 |(LeNe=722)| contact
(%a) Xowm x 10) (sec)
N =14 <14
o =2, =5
80% T = = 15 07 60
Na® =14 =14 -
SO%4 <2 =5
50% ol Z14 14 2.15 5.07 60
; Na® =330 =330
o ¥ -y
0.1% i S s 452 <2.70 60
Explanations:

Fe = number per mL (one or two plates); Xovm = weighted mean of X
X =mean of Fe1 and Fr2 (duplicate of 1 + 2);
Logarithmic reduction R: (lg R =1g No — lg Na).

Laboratory: Bucharest 041914, 8 Berceni Street.
The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania
Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests PGL 09 F 04 Ed. 1 Rev. 0

Page 3 of 10
Date: 07.11.2023

Authorized by: Mariana Ilinca, Manager of Microbiological laboratory
Aprobat de: Mihai Alina-Roxana, General manager (Approved with qualified electronic signature)
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Results of the assay (Bactericidal suspension) with Psendomonas aernginosa (CECT 116
=ATCC 15442) following the modified method (97%).
Seeding: Pour plates. No. of plates: 1 /mL.

Table 4.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method (C)
validation (Nvo) conditions (4) neutralization (B) | Sample concentration:
7%,
Vo 42 | X=41 |Fa 37 |X=36 |Fn 31 |X=32 |Fa 30 [X=31
Ve 40 Ver 35 Ver 33 FVer 32
30 < X of Nyg = 1607 Xofd15205X0of | XofBis=205Xof XofC1s205Xof
MNyg? Nug? Ng?
Yes Yes Yes Yes
Suspension of X=4
validation (Vvg) Fri:43 Ve 45 30 =x of Mg/1000 =
1607 Yes

Table 5.-Suspension of the assay

N Vi1 !

STy = 2 F==
Suspension of assay (/Vand No) Xowm =1.86x 10, Ig N =927

107 189 183 | Ne=N/100;1g Mo=7.27
7.17 <1g No < 7.70?
10 20 18 Yes

Table 6.-Results of the activity assays with the sample

Concentrations | Dilutions Lg Na=Ilg LeR Time of
of the sample steps Vel Fiea (Xx100 |(LgNe=727)| contact
{%a) X x 10) (sec)
Na® =14 =14 -
o =¥ fe-2 r
97% 3 = i 215 512 60
Explanations:

¥e = number per mL {one or two plates); Xowm = weighted mean of X
X =mean of V1 and Vez (duplicate of 1 + 2);
Logarithmic reduction R: (g R = 1g Mo —lg Na).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
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Results of the assav (Bactericidal suspension) with Sraplnilococens aurens (CECT 2390 =
ATCC 6538).

Seeding: Pour plates. No. of plates: 1 /mL.

Table 7.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method (C)
validation (Vo) conditions (4) neutralization (B) | Sample concentration:
80%
Vo 48 | A=49 (Fa 47 |X=46 |Fa 48 |A=46 |Fa 40 | X=42
Vo 50 Ve 45 Fez 44 Fer 44
30 < X of Mg <1607 Xofd1s5205X0f | Xof Bi1s205Xof XofCis205Xof
Nig? Nwg? Nig?
Yes Yes Yes Yes
Suspension of =54
validation (Vvg) Fri- 52 Voo 56 30 = x of NMp/1000 =
1607 Yes
Table 8.-Suspension of the assay
N Vo Fea

Xwm=184x10° 1o N=827
105 | 177 | 189 |Ne=N10;1g M=727
7.17 <1g No £ 7.70?

107 20 19 Yes

Suspension of assay (V and Vo)

Table 2.-Results of the activity assays with the sample

Concentrations | Dilutions Lg Na=1lg LgR Tume of
of the sample steps Va Viea (Ax10o0 |(LeMN—=727)| contact
(%5) X x 10) (sec)
Na® =14 <14 =
0, o a1
80% RPE! 14 14 2.15 5.12 60
Na® =14 =14 z
50 2. >5.12
50% o = - 15 5.1 60
Na® =330 =330
o =4 52 =2
0.1% gt =330 ~330 4.52 75 60
Explanations:

Fe = number per mL (one or two plates); Xwm = weighted mean of X
X =mean of Ve1 and Vez (duplicate of 1 + 2):
Loganthmic reduction R: (lg R =1g No— lg Na).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
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Results of the assav (Bactericidal suspension) with Stapfivlococcus anrens (CECT 239 =
ATCC 6538) following the modified method (97%0).

Seeding: Pour plates. No. of plates: 1 /ml..

Table 10.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method ()
validation (Vo) conditions (4) neutralization (5) | Sample conceniration:
07%;
Fra 31 | X=52 |Va 46 |X=48 |Fa 50 |A=52 |Fa 39 |A=40
Fez 53 Fez a0 Fez 54 Fez 41
30 = X of Ny = 1607 Xof41s>205Xo0f | Xof Bis>05Xof XofCis 205X of
Nuwg? MNy? Nuwg?
Yes Yes Yes Yes
Suspension of X=357
validation (Nvg) Fri: 56 Feor: 58 30 == of Nve/1000 <
1607 Yes

Table 11.-Suspension of the assay

N 1 Ve

107 190 a0

oo 0 [ AP
Slﬁpﬂlﬁiﬂﬂ ﬂfﬂﬁﬂa}r {‘_-\_7 ﬂ.ﬂd J‘rﬂ} _1"?” = 19? X 10 4 ig :\ 929

No=N/100; Ig No=7.29
7.17 £1g No £ 7.707
10® 22 20 Yes

Table 12.-Results of the activity assavs with the sample

Concentrations | Dilutions Lg Na=lg LegR Time of
of the sample steps Ve Fea (Xx100 |(LgN=729)| contact
(%a) Xowem x 10) (sec)
Na® <14 =14
o 3 =5
97% i . = 215 5.14 60
Explanations:

Fr = number per mL (one or two plates), Xovm = weighted mean of X
X =mean of ¥e1 and Fez (duplicate of 1 + 2);
Logarithmic reduction R: (1g R =1g No — lg Na).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
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Results of the assay (Bactericidal suspension) with Enferococcus hirage (CECT 4081 =
ATCC 10541).

Seeding: Pour plates. No. of plates: 1 /mL.

Table 13.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method ()
validation (Nva) conditions (4) neutralization (B) | Sample concentration:
50%%
Fel 47 | X=49 |Fa 40 |A= €1 47 |X= Fea 45 |[A=44
Fez 51 Fer 44 (42 T2 42 1445 Fez 43
30 < X of Mg < 1607 Xofd1s205Xof | Xof Bisz205Xof XofCis205Xof
Nig? Ng? Nwg?
Yes Yes Yes Yes
Suspension of X=51
validation (Vi) Fei: 50 Vi 52 30 = x of NMg/1000 =
1607 Yes
Table 14.-Suspension of the assay
N Fa Fea

- g AT
Suspension of assay (V and Vo) Xowm=188x10° lgN=827

106 181 192 | Ne=N/10; lg Mo=727
7.17 <lg No 7.70?
107 20 21 Yes

Table 15.-Results of the activity assayvs with the sample

Concentrations | Dilutions LgNa=lg lzR Time of
of the sample steps Ve Fiez (Xx100 |((LgM=727)| contact
{%Ya) X x 10) (sec)
Na® =14 <14 g 2
o =32 =512
80% e = = 215 5.12 60
Na® <14 =14 -
Qs =) - 2
50% = = = 215 5.1 60
Na® =330 =330
o, o ¢ <}
0.1% N = e 4.52 2.75 60
Explanations:

Ve = number per mL (one or two plates). Xowm = weighted mean of X
X =mean of Fe1 and Vez (duplicate of 1+ 2);
Logarithmic reduction R: (lg R =1g N —1g Na).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
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.H-I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 34692/23/ROBCH
Results of the assay (Bactericidal suspension) with Enterococcus hirae (CECT 4081 =
ATCC 10541). following the modified method (97%).
Seeding: Pour plates. No_ of plates: 1 /mL..

Table 16.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method (C)
validation (Nvo) conditions (4) neutralization (B) | Sample concentration:
078g
Fea 46 |X=47 |[Fno 40 |X=42 |Fa 42 |A=44 |Fa 37 |X=38
Fa 48 Ver H Ve 46 Vi 35
30 = X of Vg = 1607 Xofdi1s205Xof | Xof Bis=0.5Xof Xof Cis205 X of
Nig? Nwg? MNy?
Yes Yes Yes Yes
Suspension of X=52
validation {Vvg) Fei: 51 Fep: 53 30 = x of Mig/1000 =
1607 Yes

Table 17.-Suspension of the assay

N 1 Fea

T i @ o,

107 179 188 | Me=N100;1gM=727
7.17 <1g Vo < 7.707
10% 20 18 "es

Table 18.-Eesults of the activity assays with the sample

Concentrations | Dilutions Lg Na=Ig Lz R Time of
of the sample steps Ve Ve (Xx100 |[(LgNe=727)| contact
(%a) Xowm x 10) (zec)
Na® =14 =14
% =2 =512
97% Nl 14 14 15 1 60
Explanations:

Fe = number per mL (one or two plates); Xovm = weighted mean of X
X =mean of Ve1 and Fez (duplicate of 1 + 2);
Logarithmic reduction R: (g R = 1g Mo —1g Na).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests
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.H-I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 34692/23/ROBCH

Results of the assayv (Bactericidal suspension) with Esclierichia coli K12 (CECT 433 =
NCTC 10533).

Seeding: Pour plates. No. of plates: 1 /mL.

Table 19.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method ()
validation (Vo) conditions (4) neutralization (8) | Sample conceniration:
50%%
Fea 47 |X=46 (Va 40 |[A= Ve 39 [X=38 |Fa 41 | X=42
Viez 45 Fer 39 |395 Fez 37 Fea 43
30 = X of Vig = 1607 Xofd4is205X0of | XofBis>205Xof Xof Cis>05Xof
Mg? Nug? Mig?
Yes Yes Yes Yes
Suspension of X=43
validation (Vve) Fei: 45 Fer 4l 30 =x of Me/1000 <
1607 Yes

Table 20.-Suspension of the assay

N Vo Fea

Suspension of assay (/v and Vo) Xowm =172x 10°. lg N=824

108 168 175 | Me=N/10:1g Me=17.24
7.17 <1g Mo £7.70?
107 19 17 Yes

Table 21.-Results of the activity assavs with the sample

Concentrations | Dilutions LgNa=lg lgR Tume of
of the sample steps Ver Vez (Xx100 |[(LgNe=724)| contact
{%o) Xowm x 10) (sec)
Na® =14 <14
L1 ¥ .-_-_:"j :-_:."
80% Nl =4 24 215 5.09 60
Na® <14 <14
50% <2. =5
50% — — = 15 5.09 60
Na® =330 =330
2 =452 272
Ghis Nal =330 =330 + ! «
Explanations:

Fe = nmumber per mL (one or two plates); Xovm = weighted mean of X
X =mean of Ve1 and Fez (duplicate of 1 + 2);
Loganthmic reduction R: (lg R = 1g No—1g Na).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L.
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.

JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
Enclosore no. 1 subcontracted tests

PGL 09 F 04 Ed. 1 Rev. 0
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.H-I HAMILTON
ROMANIA

ENCLOSORE NO. 1 SUBCONTRACTED TESTS TO REPORT OF ANALYSIS NO 34692/23/ROBCH
Results of the assay (Bactericidal suspension) with Escherichia coli K12 (CECT 433 =
NCTC 10538), following the modified method (97%).
Seeding- Pour plates. No. of plates: 1 /mL.

Table 22.-Validation and controls

Control of Validation of the
Suspension of experimental Control of the method (C)
validation (Vo) conditions (4) neutralization (B) | Sample concentration:
0795
Fa 42 |X=43 (Vo 36 | Xx= Va 33 |A= Fa 37 |X=38
Ve + Ve 39 |375 V2 36 (345 Fez 35
30 < X of Vg = 1607 Xofd15205X0of | Xof Bis205Xof XofCi5205Xof
Niyg? Ng? Nig?
Yes Yes Yes Yes
Suspension of X=395
validation (Vvg) For 40 Ve 39 30 =x of Mg/1000 =
1607 Yes

Table 23.-Suspension of the assay

N Vi1 Fea

P 9 e

: . = ¢ Xwm =1 N=9
Suspension of assay (/Vand No) 107 180 165 :: ir“.ll 0?1;4 ;[E IE igj.r 24 s
T17<lgNe=7.707

10°® 19 18 Yes

Table 24.-Results of the activity assays with the sample

Concentrations | Dilutions LgNa=Ilg LeR Time of
of the sample steps Ve Via (Xx100 |(LeNe=724)| contact
(%) Xowm x 10) (sec)
Na® =14 =14
o <] =
97% e = =3 215 5.09 60
Explanations:

Fc = number per mL (one or two plates); Xsvan = weighted mean of X
X =mean of Fr1 and Vez (duplicate of 1+ 2);
Loganithmic reduction R: (lg R =1g No —lg Na).

Laboratory: Bucharest 041914, 8 Berceni Street.

The results relate to the analyzed samples only. The enclosore cannot be reproduced partially without a prior written consent of J.S. Hamilton Romania S.R.L
Responsibility of J.S. Hamilton Romania is restricted exclusively to the results and statements presented in original copy of the enclosore.
*Test method accredited # Test performed by subcontractor. @ Non accredited methods.
JS. HAMILTON ROMANIA S.R.L.
8 Berceni Street, 041902 Bucharest, Romania

Tel.+40 21 634 10 81 bucharest@hamilton.com.pl, www.hamilton.com.pl
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HAMILTON

TEST REPORT No. 455216/23/INT

Client: Description of the sample (as per Client’s declaration)
"ECOCHIM-GRUP" S.R.L.
str. Nationala, or. Ungheni,

Republica Moldova . . . "
Dezinfectant Universal "Bio-Dez

- - Lot/Batch: -

Sample reception date: 24.08.2023 Production date: 05.08.2023
Expiration date: 05.08.2026
Sampling date: 23.08.2023
Sampling quantity: 1x 200ml
Sample temperature: 17°C

Reception hour: 12:30

Responsible for sampling: Crestinov Alexandr

Sample condition with no objections

Test report date: 08.09.2023

Dermatological test - Open test (25 subjects with allergological history,
25 subjects, without allergological history)

Prepared by: Natalia Dawidowicz, Technician
Authorized by: Karolina Osiecka (2487308), Dermatologist - venereologist
Paulina Maciszka, Project Manager (qualified electronic signature)

Laboratory: ul. Bajana 3D, 80-463 Gdansk
The results relate to the analysed samples only. This Report cannot be reproduced partially without a prior written consent of J.S. Hamilton Poland Sp. z 0.0. Responsibility
of J.S. Hamilton Poland Sp. z o.0. is restricted exclusively to the results and statements presented in original copy of the Report. The service confirmed by this Report is

subject to the General Terms and Conditions of Services of J.S. Hamilton Poland Sp. z o0.0. published on www.hamilton.com.pl
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J.S. HAMILTON POLAND Sp. z 0.0
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HAMILTON

TEST REPORT No. 455216/23/INT

THE STUDY IS COMPLIANT WITH:

Regulation of the European Parliament and of the Council (EC) No. 1223/2009 of 30
November 2009 on Cosmetic Products

Cosmetics Europe The Personal Care Association (previously COLIPA) Guidelines Product
Test Guidelines for the Assessment of Human Skin Compatibility 1997

Cosmetics Europe The Personal Care Association (previously COLIPA) Guidelines for the
Evaluation of the Efficacy of Cosmetic Products 2008
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HAMILTON

TEST REPORT No. 455216/23/INT

1. BASIS OF THE STUDY

e Samples delivered by the Sponsor.
e The qualitative composition of the product delivered by the Sponsor.
e The results of microbiological purity of the product provided by the Sponsor (or
declaration from the Sponsor about microbiological purity).
The Sponsor is responsible for conformity with the declared quality composition of the product as

well as for the microbiological purity test of the delivered samples.

2. OBJECT OF THE STUDY

Parameter Description

Appearance Liquid

Colour Blue

Fragrance Characteristic for raw materials (or fragrance composition)

Replacement packaging containing the name and sample

Packaging number for testing

3. QUALITATIVE COMPOSITION OF THE PRODUCT

The qualitative composition was delivered to the Laboratory by the Sponsor before the start
of the study.

4. PURPOSE OF THE STUDY

The purpose of the study was to assess irritating properties (skin tolerance) of the product
on a healthy adult skin, with applied patch test.
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HAMILTON

TEST REPORT No. 455216/23/INT

5. DESCRIPTION OF STUDY SUBJECTS

The study subjects (25 people) were healthy, with negative history of allergy. General
inclusion criteria for the selection of study subjects were the following: healthy men and
women over 18 years old, phototype: I-IV on Fitzpatrick scale, Caucasians, skin without
irritations and changes requiring pharmacological treatment. General exclusion criteria were
the following: volunteers who at the time used any treatment on the skin area subject to the
study, volunteers exhibiting or having a known history of acute or chronic dermatological,
medical and/or physical conditions that could influence the outcome of the study, pregnant
or breastfeeding women or women planning a pregnancy during the study. None of the study
subjects reported documented oversensitivity or history of adverse reactions to individual
ingredients of the product tested. All the study subjects fulfilled the requirements of inclusion
for tests and signed the Informed Consent Form (ICF). Additionally, they were informed on
the purpose, methodology of the study and possible adverse effects. The skin at the
application area (arms or interscapular area) was healthy, without lesions. The study subjects
were advised to exercise caution in handling the applied contact tests.

6. TESTING METHODOLOGY

The preparation in the appropriate concentration was applied onto to the skin on the forearm
in the area of 3x3 cm. The reading of skin response was performed 15 minutes, 30 minutes,
1 hour, and 24 hours after the test application. Simultaneously, to assure the objectivity of
the results of the study and in order to exclude possible reading errors connected with dermal
irritations one sample control (control sample with water) was carried out. The results of the
study are presented in section 10 of this report. If irritations appeared or persisted 24h after
the application, an additional examination took place after 48 hours. Determining the
response of the skin, the dermatologist assessed the irritating and sensitising effects of the
tested product. The study results might have been influenced by factors such as lifestyle,
stress, diet and environmental conditions, etc.

7. DATE OF THE STUDY

05.09.2023 - 08.09.2023
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8. EVALUATION PARAMETERS

EVALUATION PARAMETERS OF SKIN REACTION

Erythema Classification point
No erythema 0
Light erythema 0.5
Erythema
1

and/or papules
Erythema
and/or papules 2
and/or vesicles
Erythema
and/or papules

. 3
and/or vesicles
and/or blisters
Erythema
Bullous and/or ulcerative reaction
and/or papules 4
and/or vesicles
and/or blisters
Edema Classification point
No edema 0
Very light edema (hardly visible) 1
Light edema 2

Moderate edema (about 1mm raised skin) | 3

Strong edema (extended swelling even
beyond the application area)

Prepared by: Natalia Dawidowicz, Technician
Authorized by: Karolina Osiecka (2487308), Dermatologist - venereologist
Paulina Maciszka, Project Manager (qualified electronic signature)

Laboratory: ul. Bajana 3D, 80-463 Gdansk

The results relate to the analysed samples only. This Report cannot be reproduced partially without a prior written consent of J.S. Hamilton Poland Sp. z 0.0. Responsibility
of J.S. Hamilton Poland Sp. z o.0. is restricted exclusively to the results and statements presented in original copy of the Report. The service confirmed by this Report is
subject to the General Terms and Conditions of Services of J.S. Hamilton Poland Sp. z o0.0. published on www.hamilton.com.pl

Page 6 / 13

J.S. HAMILTON POLAND Sp. z 0.0
ul. Chwaszczynska 180, 81-571 Gdynia, Poland, tel. +48 58 766 99 00



HAMILTON

TEST REPORT No. 455216/23/INT

9. RESULTS
9.1. CHARACTERISTICS OF VOLUNTEERS

Table 1
No. of Identification | Begining of
subject of subject thge stugdy Age 2 SRR B
1 CHY.AG 05.09.2023 26 F II
2 DAW.NA 05.09.2023 24 F II
3 BIE.IZ 05.09.2023 34 F II
4 KOC.KR 05.09.2023 54 M II
5 KRZ.EW 05.09.2023 37 F II
6 ZAM.PA 05.09.2023 32 F I
7 JAG.KR 05.09.2023 32 M I
8 URB.BA 05.09.2023 65 F I
9 TRE.MI 05.09.2023 57 F II
10 BOC.AL 05.09.2023 44 F II
11 FLI.LAN 05.09.2023 35 F II
12 PAC.NA 05.09.2023 24 F II
13 KIE.MA 05.09.2023 26 F II
14 ZAW.AG 05.09.2023 41 F 11
15 FUS.MO 05.09.2023 28 F 11
16 MAM.AG 05.09.2023 24 F 11
17 WEN.MO 05.09.2023 25 F 11
18 WOD.KA 05.09.2023 34 F 11
19 KOS.DO 05.09.2023 23 F 11
20 NOW.AR 05.09.2023 51 M 11
21 SEP.JA 05.09.2023 42 M II
22 PIS.PI 05.09.2023 46 M 11
23 JER.DA 05.09.2023 56 F II
24 MUS.NA 05.09.2023 37 F II
25 BEC.EL 05.09.2023 58 F IT
Min 23 No. F phototype I
Max 65 20 0 |
Average 38 No. M phototype II
5 25 |
phototype III |
0
phototype IV
0

Table 1. Characteristics of volunteers with a negative history of allergy
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Table 2
No. of | Identification | Begining of
subject of subject ths:a stugcly Age e AUIDETE
1 CIE.MA 05.09.2023 62 F II
2 SZY.UR 05.09.2023 37 F II
3 TRO.MA 05.09.2023 44 F 11
4 SKU.IW 05.09.2023 45 F II
5 SZY.MA 05.09.2023 51 F II
6 ARB.YU 05.09.2023 22 F II
7 KOR.DO 05.09.2023 48 F II
8 GAN.MA 05.09.2023 59 F II
9 TAR.AG 05.09.2023 58 F II
10 RAT.EM 05.09.2023 38 F II
11 PIO.EL 05.09.2023 53 F IT
12 KWI.BO 05.09.2023 68 F II
13 WYS.BE 05.09.2023 35 F IT
14 ARB.AL 05.09.2023 22 F II
15 ARB.LU 05.09.2023 45 F II
16 ZAL.I1Z 05.09.2023 44 F II
17 SLE.AG 05.09.2023 45 F II
18 GOR.AG 05.09.2023 22 F II
19 WAN.SY 05.09.2023 25 F II
20 SZE.KA 05.09.2023 22 F II
21 HIR.HA 05.09.2023 47 F II
22 RAD.MA 05.09.2023 57 F II
23 MAN.MA 05.09.2023 48 F II
24 HAN.AN 05.09.2023 23 F II
25 ROZ.AG 05.09.2023 41 F I
Min 22 No. F | phototype I
Max 68 25 0
Average 42 No. M | phototype II
0 25
phototype II1 |
0
phototype IV |
0

Table 2. Characteristics of volunteers with a positive history of allergy
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9.2. TABLE OF SKIN RESPONSE

Table 3
Evalua_tion after Evalua_tion after Evaluation after 1 Evaluation after 24 | Evaluation after 48
15 minutes of 30 minutes of hour of product hours o_f pr_oduct hours o_f pr-oduct
No. prqdut_:t prc_:duc_:t application application application
application application

Erythema | Edema | Erythema | Edema | Erythema | Edema Erythema | Edema | Erythema | Edema
1 0 0 0 0 0 0 0 0 Examination skipped
2 0 0 0 0 0 ) 0 0 Examination skipped
3 0 0 0 (1] (4] 0 0 0 Examination skipped
4 0 0 0 0 0 0 0 0 Examination skipped
5 0 0 0 0 0 ) 0 0 Examination skipped
6 0 0 0 (1] (4] 0 0 0 Examination skipped
7 0 0 0 0 0 0 0 0 Examination skipped
8 0 0 0 0 0 ) 0 0 Examination skipped
9 0 0 0 (1] (4] 0 0 0 Examination skipped
10 0 0 0 0 0 0 0 0 Examination skipped
11 0 0 0 0 0 0 0 0 Examination skipped
12 0 0 0 (1] (4] 0 0 0 Examination skipped
13 0 0 0 (1] (4] 0 0 ) Examination skipped
14 0 0 0 0 0 0 0 0 Examination skipped
15 0 0 0 0 0 0 0 0 Examination skipped
16 0 0 0 (1] (4] 0 0 ) Examination skipped
17 0 0 0 0 0 0 0 0 Examination skipped
18 0 0 0 0 0 0 0 0 Examination skipped
19 0 0 0 (1] (4] 0 0 ) Examination skipped
20 0 0 0 0 0 0 0 0 Examination skipped
21 0 0 0 0 0 0 0 (1) Examination skipped
22 0 0 0 (1] (4] 0 0 0 Examination skipped
23 0 0 0 0 0 ) 0 0 Examination skipped
24 0 0 0 0 0 0 0 0 Examination skipped
25 0 0 0 (1] (4] 0 0 0 Examination skipped

Table 3. Results for volunteers with a negative history of allergy
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Table 4
Evalua'tion after Evalua_tion after Evaluation after 1 Evaluation after 24 | Evaluation after 48
15 minutes of 30 minutes of hour of product hours o_f pr_oduct hours o_f pr_oduct
No. prqduc_:t pr(?dut_:t application application application
application application

Erythema | Edema | Erythema | Edema | Erythema | Edema Erythema | Edema | Erythema | Edema
1 0 0 0 0 0 ) 0 0 Examination skipped
2 0 0 0 (1] (4] 0 0 0 Examination skipped
3 0 0 0 0 0 0 0 0 Examination skipped
4 0 0 0 0 0 ) 0 0 Examination skipped
5 0 0 0 (1] (4] 0 0 0 Examination skipped
6 0 0 0 (1] (4] 0 0 0 Examination skipped
7 0 0 0 0 0 0 0 0 Examination skipped
8 0 0 0 (1] (4] 0 0 0 Examination skipped
9 0 0 0 (1] (4] 0 0 0 Examination skipped
10 0 0 0 0 0 0 0 0 Examination skipped
11 0 0 0 0 0 0 0 (1) Examination skipped
12 0 0 0 (1] (4] 0 0 0 Examination skipped
13 0 0 0 0 0 0 0 0 Examination skipped
14 0 0 0 0 0 0 0 (1) Examination skipped
15 0 0 0 (1] (4] 0 0 ) Examination skipped
16 0 0 0 0 0 0 0 0 Examination skipped
17 0 0 0 0 0 0 0 0 Examination skipped
18 0 0 0 (1] (4] 0 0 ) Examination skipped
19 0 0 0 0 0 0 0 0 Examination skipped
20 0 0 0 0 0 0 0 0 Examination skipped
21 0 0 0 (1] (4] 0 0 0 Examination skipped
22 0 0 0 0 0 0 (1) 0 Examination skipped
23 0 0 0 0 0 0 0 0 Examination skipped
24 0 0 0 (1] (4] 0 0 0 Examination skipped
25 0 0 0 0 0 0 0 0 Examination skipped

Table 4. Results for volunteers with a positive history of allergy
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10. CALCULATED VALUES

The following calculated values present the sum of negative reaction (erythema and edema)
defined as Average Irritation Index (Xav).

Evaluation Evaluation Evaluation Evaluation Evaluation
after 15 after 30 after 1 hour of | after 24 hours | after 48 hours
minutes of minutes of product of product of product
product product application application application
application application
The sum of
negative
reaction (the 0.00 0.00 0.00 o
sum of ’ ’ ’ 0,00 Examination
classification skipped
points)
Xav 0,00

11. INTERPRETATION

The average irritation index (Xav) was calculated. The product was then classified according
to the following table:

Average irritation index (xav) Class

Xav < 0.50 Not irritating

0.50 < Xav < 2.00 Slightly irritating

2.00 < Xav < 5.00 Moderately irritating

5.00 £ Xav Highly irritating
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12. CONCLUSION

The patch test study was performed under dermatological control on a group of 25 volunteers.
The study allowed the investigators to conclude that product Dezinfectant Universal "Bio-Dez"
used by volunteers that didn’t report documented oversensitivity or a history of adverse
reactions to individual ingredients of the tested product, was well tolerated by the skin. In
the tested group of volunteers there were no irritations or allergic reactions. The product
meets the requirements of compatibility test with the skin (Skin Compatibility Test) and can
be classified as NOT IRRITATING.
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13. SIGNATURES

Technician Natalia Dawidowicz

Dermatologist - . .
Karolina Osiecka (2487308)

venereologist

Project Manager Paulina Maciszka

*The Sponsor is responsible for conformity with the declared quality composition as well as microbiological purity of the delivered
samples.

Attention: The released opinion of dermatological compatibility does not apply to people who are allergic to any ingredient of the
tested product.

Prepared by: Natalia Dawidowicz, Technician
Authorized by: Karolina Osiecka (2487308), Dermatologist - venereologist
Paulina Maciszka, Project Manager (qualified electronic signature)

Laboratory: ul. Bajana 3D, 80-463 Gdansk
The results relate to the analysed samples only. This Report cannot be reproduced partially without a prior written consent of J.S. Hamilton Poland Sp. z 0.0. Responsibility

of J.S. Hamilton Poland Sp. z o.0. is restricted exclusively to the results and statements presented in original copy of the Report. The service confirmed by this Report is
subject to the General Terms and Conditions of Services of J.S. Hamilton Poland Sp. z o0.0. published on www.hamilton.com.pl

Page 13/ 13

J.S. HAMILTON POLAND Sp. z 0.0
ul. Chwaszczynska 180, 81-571 Gdynia, Poland, tel. +48 58 766 99 00



Instituto Valenciano de Microbiologia
Masia El Romeral @
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. . . . ENSAYO
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N°648 / LE1286
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CIF B-96337217

Test with the certificate of GLPs
(Good Laboratory Practices)
No. 2/21-C.VAL. General Directorate of
Pharmacy and Medical Devices of the Health
Department of the Valencian Region. Spain

Mycobactericidal activity of chemical disinfectants in the medical area including
instrument disinfectants (phase 2, step 1),
with the product “Dezinfectant Universal “Bio-Dez””.
(EN 14348: 2005 Standard)

Report

Registration No.: D/23/B0672.

1. Laboratory identification .......................... Instituto Valenciano de Microbiologia.

2. Client identification ................................. J.S. HAMILTON ROMANIA SRL.
AdAress ........cooiiiiii SOS BERCENI, NR 8, SECTOR 4

BUCURESTI, ROMANIA, 041914.

3. Sample identification (information provided by the client)

e Productname ... Dezinfectant Universal “Bio-Dez”.

e Batchnumber................................ 60363/23/ROBCH.

e Expirationdate ...............cocoeiiiiiinnnn. 05.08.2026.

e Manufacturer/Supplier .......................... SRL “Ecochim-Grup”.

e Keeping conditions ................cceeevnennnn. Not indicated.

e Condition fOruSe ........oeuvvvuveiiineninnnnn, Hygienic handrub, Instrument disinfection,

surface disinfection.

Diluent recommended by the manufacturer ... Not indicated.

e Active compound/s and its concentration/s ...  Ethyl alcool 72-76%, CAS 64-17-5 and CE
200-578-6 Benzalkonium chloride 0.024-
0.029%, CAS 68424-85-1 and CE 270-325-
2 Methylthionibium chloride 0.00024%,
CAS 61-73-4 and 200-515-2.

Concentrations requested for the assay ....... 80%

IVAMI is not responsible for client-supplied information. This information is not
covered by the ENAC accreditation.

DESIN-1052-b // EN 14348: 2005 Version 3 (2019-10-02) Page 1 of 6
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4. Information about sample reception

e Date of reception of the sample .......

e Date of reception of order with test

conditions ........ccevveueeii...

e Aspect of the received samples.........

2023/08/31.

2023/08/25.
Purple transparent liquid in plastic package.

5. Method of assay and its validation (EN 14348: 2005 Standard)

e Methodused .....................

e Neutralizer ........cccovveiii...

6. Experimental conditions

e Assay period (including prior preparation
of the strains) ......................

e Solvent of the product used in the assay ...
e Product concentrations for the assay .......
e Aspect of the dilutions of the product ......

e Contact time ................o.....
e Assay temperature ................
e Interfering substance .............

e Stability of the mixture

(interfering substance and product

diluted in sterile distilled water)

e Temperature of incubation ......
e Identification of the strains used

Dilution-neutralization.

Tryptone 5 g/L, yeast extract 2.5 g/L, dextrose 10
g/L, sodium thioglycolate 1 g/L, sodium
thiosulfate 1g/L, sodium bisulphite 2.5 g/L, soya
lecithin 7 g/L, polisorbate-80 5 g/L, glycine 1 g/L,
l-histidine 1 g/L and saponin 30 g/L.

2023/09/28 to 2023/11/09.

Sterile distilled water.

80%, 50% and 0.1%.

80% purple transparent liquid;

50% blue transparent liquid;

0.1% transparent liquid.

60 seconds.

20°C + 1°C.

Bovine serum albumin 3 g/L and erythrocytes 3
mL/L.

Stable.
36°C + 1°C.

— Mycobacterium avium (ATCC 15769).
— Mycobacterium terrae (CECT 3028 = ATCC 15755).

7. Results of the assay

— Control and validation assays

— Evaluation of mycobactericidal activity

— Number of replicates for each assay
miCroorganism .................

DESIN-1052-b // EN 14348: 2005
Registration No.: D/23/B0672

See tables 1, 2, 4 and 5.
See tables 3 and 6.
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8. Special remarks

— All controls and validation were between the basic limits.

— For a valid test, at least one concentration must show a reduction lower than 4 log and at
least one concentration must show a reduction equal or higher than 4 log.

— The highest concentration that can be assayed in the test (80%) is due to the mixtures to
perform the assay.

9. Conclusion

The product Dezinfectant Universal “Bio-Dez”, batch 60363/23/ROBCH, when it is pure
(80%), concentration requested by the client, shows mycobactericidal activity after 60
seconds, at 20°C £ 1°C, under dirty conditions (bovine serum albumin 3 g/L. and erythrocytes 3
mL/L), against the strains Mycobacterium avium (ATCC 15769) and Mycobacterium terrae
(CECT 3028 = ATCC 15755), when tested as required by EN 14348: 2005 Standard.

Note: The results obtained correspond to the sample received in the laboratory.

Use of the ENAC mark: The ENAC “mark” can only be used by the holder of the
accreditation. Its use in packaging, installations, shop windows, advertising or other
documentation format other than that issued by the accredited entity (IVAMI) is not
allowed.

Bétera (Valencia), November 9, 2023.

MIGUEL FRANCO,
CLAUDIA (FIRMA)

Signed: Claudia Miguel.
Responsible Technician
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Quality Assurance Review:

The assay development and the results obtained have been supervised by the Director of

the study.

The Quality Assurance Director has inspected the development of the assay, proving that
has been realized following the proper procedure and using the adequate media, materials
and reagents, following as well the Good Laboratory Practices (GLPs) and the final

report contains the primary data obtained.

MONTOYA VIECO,
ELENA (FIRMA)

Signed. Elena Montoya.
Responsible for the Laboratory Area
(Study Director)

Reference

ESTEBAN BERMUDEZ,
ENCARNACION PILAR
(FIRMA)

Signed. Encarnacion Esteban.
Technical Director
(Quality Assurance Director)

e EN 14348: 2005. Chemical disinfectants and antiseptics. Quantitative suspension test for
the evaluation of mycobactericidal activity of chemical disinfectants in the medical area
including instrument disinfectants. Test methods and requirements (phase 2, step 1).

DESIN-1052-b // EN 14348: 2005
Registration No.: D/23/B0672
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Table 1.-Assay with Mycobacterium avium (ATCC 15769): Validation and controls.

Suspension of Control of Validation of the
validation experimental Neutralizer (B) method (C)
(Vwo) conditions (A4) with sample
concentration:
80%
Ver 97 X= Ver | 98 Vel 92 Vel 93
Ver| 104 1005 [ Ver| 94 1% % War| 98 | [Wa| 80 |X 7!
30<Xof M<160? | XofAis>205xX | XofBis>05xXof | XofCis>0.5x Xof
Yes of Nvo? Yes Nvo? Yes Nvo? Yes

Table 2.- Assay with Mycobacterium avium (ATCC 15769): Suspension of the assay.

Suspension of
the assay (Vy
No)

N Ve Ve

7 Xwm =4.00 x 10°=1g = 9.60
v 1 405 TN=N10=1g=8.60
108 44 41 8.17<No< 8.70? Yes

Table 3.- Assay with Mycobacterium avium (ATCC 15769).

Concentrations Lg Na=1g LgR Time of
of the sample | Dilutions Vel Ve Xx10o0 (IgNo=8.60) | contact
(%) Xwm x 10) (sec)
10° <14 <14
10! <14 <14
V)
80 % 102 ~14 ) <2.15 > 6.45 60
10 <14 <14
10° <14 <14
10°! <14 <14
50 % 102 ~1a Z1a <2.15 >6.45 60
107 <14 <14
10° >660 >660
107! >660 >660
0
0.1 % 102 =660 =660 >6.82 <1.78 60
10 >660 >660
Observations:
N 107: 198 + 193; 202 +203; Nwo: 507+ 47; 55+ 49;
-8. . . A: 46 +52;49 +45;
10°: 20 +24; 19 + 22;
0 0. . . B: 45+ 47;49 + 49,
Na 80% 10”: 0+ 0; 0+ 0; C- 48 + 45, 47 + 47
50% 10%: 0+ 0; 0+ 0; ' ’ ’
0.1% 1073:>330 +>330; >330 +>330;
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Table 4.-Assay with Mycobacterium terrae (CECT 3028 = ATCC 15755): Validation and
controls.

Suspension of Control of Validation of the
validation experimental Neutralizer (B) method (C)
(Nvo) conditions (4) with sample
concentration:
80%
Vel 79 X= Ver | 66 Vei 75 Vei 67 X=
Ver| 82 80.5 V| 70 1% % Vol 79 X7 Vel 1 69.5
30<Xof M<160? | Xofd4dis>205xX | XofBis>205xXof | XofCis>0.5x Xof
Yes of Nwo? Yes Nvo? Yes Nvo? Yes

Table 5.- Assay with Mycobacterium terrae (CECT 3028 = ATCC 15755): Suspension of
the assay.

Suspension of N Vel Vel
the assay (Vy 7 Xwm =2.86x 10°=1g =9.46
No) 10 295 275 No=N/10=1g=8.46
10" 32 29 8.17 < No< 8.70? Yes
Table 6.- Assay with Mycobacterium terrae (CECT 3028 = ATCC 15755).
Concentrations Lg Na=1g LgR Time of
of the sample | Dilutions Vel Ve Xx10o0 (IgNo=8.46) | contact
(%) Xwm x 10) (sec)
10° <14 <14
107! <14 <14
V)
80 % 102 ~14 ) <2.15 >6.31 60
10° <14 <14
10° <14 <14
10”! <14 <14
50 % 102 ~1a “1a <2.15 >6.31 60
107 <14 <14
10° >660 >660
10! >660 >660
0
0.1% 102 =660 =660 >6.82 <1.64 60
10 >660 >660
Observations:
N 107: 150 + 145; 130 + 145; Nvo: 40 + 39; 40 + 42;
10817+ 15; 14 + 15; A: 32+ 34; 34 + 36;
Na 80% 100:0+0;0+0; B: 39+ 36; 40 + 39;
0.1% 1073:>330 +>330; >330 +>330;
Explanations:

Ve: Counts per mL.
Xwm: weighted mean of X.
X: Values of Ver and Vez (1. + 2. duplicates); R: reduction (LgR = 1g/No — IgNa).
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